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PROCEEDINGS 


(In open court with a jury present.) 

THE COURT: Be seated, please. 

All right. Mr. Furr. 

MR. FURR: Thank you. Your Honor. Good 
afternoon, ladies and gentlemen. 


PHILIP C. GOODMAN, M.D., 

being previously duly sworn by the Clerk, testifies 
and says as follows: 


DIRECT EXAMINATION (Continued) 

BY MR. FURR: 

Q. Good afternoon. Dr. Goodman? 

A. Good afternoon. 

Q. This morning you told us that the basic way 
that scientists and doctors such as yourself look at 
a screening test to evaluate whether it should be 
used is to ask the question: Do the benefits 
outweigh the risks; is that correct? 
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1 A. That's correct. 

2 Q. Most of the morning, not all, but most of 

3 the morning, we spent talking about whether 

4 screening with spiral CTs for lung cancer had been 

5 shown to be beneficial; right? 

6 A. Correct. 

7 Q. I want to turn to talk to you now about 

8 what the likely risk would be of screening with 

9 spiral CTs; okay? 

10 A. Yes. 

11 Q. I take it. Dr. Goodman, that the risk from 

12 screening with spiral CTs would primarily come from 

13 two sources. One would be the follow-ups for false 

14 positive nodules to determine what they are; would 

15 that be correct? 

16 A. That's one. 

17 Q. And the second primary source of risk would 

18 be the risk that people who are overdiagnosed would 

19 incur; is that correct? 

20 A. That's correct. 

21 Q. All right. Let's take those one at a 

22 time. We discussed a bit this morning the 

23 likelihood that, if the plan the plaintiffs are 

24 requesting were used to screen the class in this 
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1 case, that there would be a really big number of 

2 people with nodules; right? 

3 A. That's correct. 

4 Q. Most of them wouldn't have lung cancer, 

5 would they? 

6 A. That is correct. 

7 Q. So in the end, most of them would be 

8 determined to be false positives? 

9 A. Yes. 

10 Q. Now, while they were being followed to 

11 determine whether that nodule was lung cancer or 

12 something else, what types of risks would they face? 

13 A. Well, the risks that they would face would 

14 revolve around maybe two or three different areas. 

15 There is physical risk and psychological risks and 

16 problems and complications. 

17 The physical risks would deal with what do we 

18 do with these nodules that you are following. Your 

19 intention would be to try to diagnose what they 

20 were. 

21 So at some point in the course of follow-up, 

22 the patients may become subject to a percutaneous or 

23 through-the-chest biopsy of that nodule, which may 

24 lead to a surgery. 
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1 Or at times sometimes just surgery is done to 

2 take these out, these nodules, to see what they 

3 are. So that entails risks, hazards and 

4 complications that intervention in the patient's 

5 body, sticking needles — 

6 Q. Let me stop you before you go on. 

7 A. Yes. 

8 Q. This bit about the possibility, I take it 

9 you are saying that someone might get operated on 

10 for lung cancer or thoracotomy done that, in fact, 

11 does not have lung cancer; is that correct? 

12 A. That is correct. 

13 Q. Now, again, turning to the Japanese data, 

14 based upon that data, is there a real likelihood 

15 that someone will get operated on for lung cancer 

16 that doesn't have lung cancer? 

17 A. Yeah. In the Japanese data, particularly 

18 Sone's study, which looked at screening studies done 

19 in 1996, '97 and '98, there were a number of nodules 

20 that were deemed highly suspicious for malignancy 

21 after they had been followed. 

22 They were deemed highly suspicious for 

23 malignancy, and the patients went to surgery for 

24 removal of the lungs. And — of lobes of lung to 
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1 take those nodules out. 

2 And in some of those years, and I have 

3 forgetten exactly which years, up to 25 percent of 

4 the lobectomies that were done did not show cancer. 

5 Q. Let me make sure I understand this. In the 

6 Japanese studies, for some years, up to a quarter of 

7 the people that had major serious lung cancer based 

8 upon the screening test did not have lung cancer? 

9 A. That's right. They had nodules that were 

10 highly suspicious for lung cancer. They were 

11 operated on and did not have cancer. 

12 Q. Okay. When I interrupted you, you were 

13 walking through the physical risks that the 

14 screening program and false positives might entail 

15 for this class? 

16 A. That would be one, sort of unnecessary 

17 surgery. Another risk, of course, is to have a 

18 biopsy done of that nodule by taking a needle and 

19 sticking it through the chest, through the lining of 

20 the lungs, through the lungs, into the nodule and 

21 taking some of that tissue out. 

22 And there is a risk to that. We do them quite 

23 commonly, but there certainly are risks where you 

24 can collapse your lung and require treatment for 
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1 that, require hospitalization for that. 

2 There is a certain amount of pain and 

3 discomfort that's associated with having that done. 

4 And in a situation where you had lots of nodules and 

5 uncertainty about what they are, there are going to 


6 

be more 

and more of those needle biopsies performed 

7 

to find 

out what's going on. 

8 

Q. 

Let me 

ask you about the psychological 

9 

risk. 



10 

MR. 

SEGAL: 

Objection, Your Honor. May we 

11 

approach 

? 


12 

THE 

COURT: 

All right. 

13 

(At 

sidebar 

:) 

14 

MR. 

SEGAL: 

You were moving on from the 

15 

physical 

to the 

psychological; right? 

16 

MR. 

FURR: 

I wasn't done with physical yet. 

17 

MR. 

SEGAL: 

Well, the word "the psychological" 

18 

came up. 

That's why I popped up. 

19 

THE 

COURT: 

You started into it, but he wasn't 

20 

finished 

. with the physical yet, but go ahead. 

21 

MR. 

SEGAL: 

I object to that area of inquiry. 

22 

Your Honor. 


23 

THE 

COURT: 

Which, the psychological? 

24 

MR. 

SEGAL: 

The psychological, yes. Your 
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1 Honor. I object to that. 

2 THE COURT: On what basis? 

3 MR. SEGAL: Well, it's speculation, it's 

4 individual. He has no reports or data that we have 

5 been provided — 

6 THE COURT: You can test all of that in cross- 

7 examination. I mean, this witness is qualified as 

8 an expert in this area and particularly in the area 

9 of detection, early detection, of lung cancer. And 

10 I think this falls within the universe. But on 

11 cross-examination, you have every right to proceed. 

12 MR. SEGAL: Okay. 

13 (In open court:) 

14 THE COURT: Let me say one other thing. 

15 (At sidebar:) 

16 THE COURT: To the extent that this touches 

17 upon certain individual characteristics, I mean, I 

18 don't know what it does. But there may be the 

19 downside to that. 

20 I don't know. We will have to address it at 

21 the time. But I want you to be aware of that. I 

22 don't know what his answer is going to be. But if 

23 in fact the response touches upon something that is 

24 subjective, I don't know what the consequence of 
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1 that would be. I really don't. 

2 MR. SEGAL: It has to. Your Honor, because of, 

3 in the case of needle biopsy, he said some people 

4 may. The same answer is going to occur — 

5 THE COURT: I don't know. I just don't know. 

6 And I'm not trying to chill the inquiry. I just am 

7 saying: At this point, I don't know. 

8 MR. FURR: Your Honor — 

9 THE COURT: It's one of those things that it's 

10 a part of the — it's difficult in navigating the 

11 course in this case, and we will have to just simply 

12 address it outside of the presence of the jury. 

13 MR. FURR: Okay. 

14 (In open court:) 

15 BY MR. FURR: 

16 Q. Doctor, I want to go back to the follow-up 

17 procedures and risks that they would potentially 

18 cause, and I want to talk about one that the jury 

19 hasn't heard about much. 

20 Now, as you have explained somewhat already, a 

21 large component of the follow-up under the Henschke 

22 protocol would involve additional radiologic tests, 

23 CT scans; is that correct? 

24 A. That's correct. 
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1 Q. By the way, following an unknown nodule 

2 with additional radiologic scans such as CT scans is 

3 not only a part of the Henschke protocol. I mean, 

4 that's what you would do at your institution, isn't 

5 it? 

6 A. If we had incidentally found a nodule while 

7 we were scanning for some other reason, that's what 

8 we would do, depending on the size of the nodule, 

9 that's correct. 

10 Q. But when you follow the nodule with 

11 additional CT scans, one of the things you do is 

12 expose the patient to additional radiation. Is that 

13 correct? 

14 A. That is correct. 

15 Q. Okay. Are there risks from being exposed 

16 to radiation? 

17 A. Yes. There are. 

18 Q. What are those risks? 

19 A. Well, first of all, unless it's really 

20 medically indicated, no amount of radiation is good 

21 for you. There is no lower threshold that may or 

22 may not cause harm to you. So it's always best, if 

23 you don't need radiation, don't get radiation. 

24 The harms that can occur are induction or the 
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1 development of cancers in the body, both fatal 

2 cancers, nonfatal cancers. There are also 

3 hereditary effects to radiation that might result in 

4 genetic changes down the line in generations to 

5 come. 

6 And with real severe amounts of radiation, 

7 there could even be burns in the skin. But that's 

8 not what we are talking about at this case. 

9 Q. I want to talk to you about radiation 

10 itself can be a cause of cancer. Is that correct? 

11 A. That's correct. 

12 Q. Now, Dr. Goodman, I want you to assume 

13 that, when Dr. Gupta was here, he testified as 

14 follows: 

15 The question was asked: Is the radiation 

16 exposure that a patient gets when they get a 

17 low-dose spiral CT scan similar to the 

18 radiation that a patient would get in an 

19 x-ray? 

20 And his answer was as follows: Yeah, pretty 

21 comparable. Another way of looking at it is, 

22 if somebody were to fly from New York to San 

23 Francisco in a plane, you might get that much 

24 radiation. 
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1 Do you understand? 

2 A. Yes. 

3 Q. Dr. Goodman, do you have an opinion as to 

4 whether or not the radiation dose from a standard 

5 chest x-ray is similar to that from a low-dose 

6 spiral CT? 

7 A. I do have an opinion about that. 

8 Q. What's your opinion? 

9 A. Well, I think that's not — the statement 

10 you just read is not a correct assessment of what 

11 the radiation dose that's delivered with low-dose CT 

12 scanning is in relationship to, let's say, a 

13 standard PA chest film, which is one of the lowest 

14 doses of radiation that's given for diagnostic 

15 radiology. 

16 In fact, the numbers measuring the radiation 

17 dose using what is commonly used now to assess the 

18 hazard of the dose using effective dose is what's 

19 it's called, it's a weighted amount of radiation 

20 that depends on the organs in the body and how 

21 sensitive they are to radiation and kind of gives 

22 you an idea of whole body radiation dose. 

23 The dose of a standard PA chest film is 1.7 

24 millirems as a unit of measure of radiation 
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1 exposure. The same units used for low-dose CT 

2 scanning is closer to 200 millirecommends. 

3 Q. So, at least based on that comparison, it 

4 sounds like close to a hundred times different? 

5 A. Closer to a hundred times different. 

6 Q. And there are different ways to make the 

7 comparison; correct? 

8 A. That's correct. You can look at the 

9 comparison with skin dose, glandular dose to the 

10 breast, since that's in the field of radiation. 

11 Q. Okay. Now, when we were talking earlier 

12 about the follow-up protocol under the Henschke 

13 protocol, you explained to us that that follow-up 

14 included a number of different types of CT scans; 

15 correct? 

16 A. Correct. 

17 Q. Have you prepared an exhibit that would 

18 assist you in explaining to the jury the different 

19 effective radiation doses that those different 

20 follow-up procedures would give to the people being 

21 followed? 

22 A. I have. 

23 Q. This is a two-part board, and I'm going to 

24 try to find a way to put it up here, at least for 
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1 the moment. 

2 MR. FURR: Your Honor, could he step down for 

3 just a moment? 

4 THE COURT: Sure. 

5 BY MR. FURR: 

6 Q. Okay. Dr. Goodman, could you use these 

7 boards and explain to the jury the different 

8 radiation doses that different procedures that would 

9 be used as part of the Henschke follow-up protocol 

10 would give to the patients being followed? 

11 A. As long as I don't knock anybody over 

12 here. Two panels that demonstrate on the bottom the 

13 scale in effective dose measurements in 

14 millirecommends. 

15 These are the radiation doses that are 

16 delivered, and these are effective doses by a chest 

17 PA film, a high-resolution CT scan for a 

18 one-centimeter nodule. 

19 The average annual amount of millirecommends 

20 that people are exposed to in the United States for 

21 diagnostic purposes, the low-dose CT scan with its 

22 range and value that we selected as an average 

23 range, and on the bottom, the standard dose or 

24 diagnostic CT dose, and that also has large ranges 
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1 and actually can even go higher than this 1600. We 

2 get a thousand for the illustration of this. I 

3 decided that would be a good choice to use. 

4 This demonstrates a significant difference 

5 between what is talked about about low-dose CT 

6 scan. That's what's talked about with this proposal 

7 with using low-dose CT scanning for screening. 

8 What's left out of that is the follow-up. 


9 

Q. 

Let 

me ask you 

a question about that. 

10 

A. 

Yes . 




11 

Q. 

But 

first, am I 

correct that the comparison 

12 

of this 

bar 

to this bar 

allows you to compare the 

13 

effective doses of radiation 

from the low-dose CT 

14 

scan to 

the 

chest x-ray 

that 

Dr. Gupta testified is 

15 

approximately the same? 



16 

A. 

Yes. 




17 

Q. 

Now, 

this comparison 

is based upon a single 


18 exam, the use of one of these procedures just one 

19 time. Is that correct? 

20 A. That's what these doses refer to, yeah. 

21 One use of the exam. 

22 Q. But in the Henschke protocol, some of these 

23 procedures would be used multiple times; is that 

24 correct? 
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1 

A. 

Yes . 



2 

Q. 

Okay. Take your 

seat again. 

please. 

3 

Dr. 

Goodman, did you 

prepare an 

exhibit that 


4 would help you in explaining to the jury the actual 

5 overall dose of radiation that a study subject might 

6 get if they tested positive with the CT — on a CT 

7 scan for nodule and were followed under the Henschke 

8 protocol? 

9 A. I did. 

10 MR. FURR: Could I have Demonstrative No. 18, 

11 please? 

12 THE COURT: Do you need to — you might need to 

13 move something. 

14 MR. FURR: I understand. 

15 BY MR. FURR: 

16 Q. Dr. Goodman, could you use this chart to 

17 explain the overall radiation dose that a subject 

18 might get if followed using the Henschke follow-up 

19 protocol? 

20 A. Yes. What we did is make some assumptions 

21 here. First of all, we took the screening at 

22 low-dose CT scanning, what you see over here, at two 

23 milliSieverts. We changed the units from millirems 

24 to milliSieverts. 
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1 The difference is that the milliram is a 

2 hundred times a milliSevert. So it just moved the 

3 decimal point over here to these milliSieverts is 

4 the reason for doing that. But any case it was 

5 done. 

6 A low-dose CT scan, two milliSieverts. The 

7 standard dose CT, instead of using a thousand 

8 milliSeverts — I'm sorry, ten milliSieverts or a 

9 thousand millirems, we used eight hundred millirems 

10 or a milliSieverts. 

11 The high-res CT scan, we used a figure that 

12 that would be about what you would expect to deliver 

13 to a one-centimeter nodule when you did the high-res 

14 CT scan of that nodule. 

15 We did not add up additional radiation dose for 

16 multiple nodules that patients might have for which 

17 they would require high-res CT scans on each 

18 nodule. So that would be the initial thing that 

19 happened. 

20 If you were screened and you had a small nodule 

21 and you can't tell what it is in this particular 

22 limb of the protocol, you go to follow-up 

23 examinations. 

24 You get an immediate standard-dose and high- 
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1 resolution CT scan. As I said before, if nothing 

2 changes, if the nodule has not calcified, and there 

3 are no more than seven nodules on the protocol, you 

4 would get antibiotics for a certain amount of time 

5 and then, thirty days later, another standard-dose 

6 CT followed by a high-res CT of any nodule that was 

7 there. If there were no changes, you would repeat 

8 that at three, six months and twelve months. 

9 So within a year's time, instead of just one 

10 low-dose CT scan at two milliSieverts, you have 

11 received five standard-dose CT scans, five high- 

12 resolution CT scans. 

13 I have not counted the dosage that gets 

14 delivered when you get the Scout views for these 

15 studies. I have not included numbers for multiple 

16 nodules, and we came up with 43 and a quarter 

17 milliSieverts of radiation exposure within a year's 

18 time. 

19 Q. Let me ask you a question. 

20 A. Yes. 

21 Q. This 43 and a quarter milliSeverts of 

22 radiation in the year's follow-up time is the 

23 radiation someone would get if followed under the 

24 Henschke protocol; correct? 
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1 A. That would be be the effective dose someone 

2 would get under the Henschke protocol. 

3 Q. Now, could you compare that to the 

4 radiation dose someone would get from a single chest 

5 x-ray? 

6 A. Yeah. Remember this is 43.25 Severts. 

7 That's 4,325 millirems, or about two thousand times 

8 the dosage that you would get from a chest film. 

9 Q. So under the Henschke protocol, in one 

10 year, someone would get the radiation equivalent of 

11 about two thousand chest x-rays? 

12 A. That's correct. 

13 Q. Is that correct? 

14 On the bottom of this chart, you have written 

15 "Fatal Malignancy in 1/582 People." What does that 

16 mean? 

17 A. Well, there are certain data that's been 

18 compiled and published by the International 

19 Conference of Radiological Protection. It was 

20 published about ten years ago, and it's a standard 

21 that is used in determining what you might expect in 

22 regards to fatal malignancies induced or caused by 

23 certain amount of radiation exposure. 

24 And using their figures for an adult age range. 
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1 this is a number of fatal malignancies that you 

2 might expect in patients that receive 43 

3 milliSieverts of radiation. 

4 Q. Does that mean that, based upon the best 

5 available data we have, that the follow-up Henschke 

6 protocol might cause a fatal malignancy in one out 

7 of 582 people that receive this full range of tests? 

8 A. Based on the best knowledge that we have, 

9 that's correct. 

10 Q. And as we discussed earlier, some number, a 

11 hundred thousand plus. West Virginians would have to 

12 receive this under the Henschke protocol if getting 

13 screening with spiral CTs; is that correct? 

14 A. It would probably be in that range. 

15 MR. FURR: Thank you, Jason. 

16 BY MR. FURR: 

17 Q. We have been talking about the risk base as 

18 part of the follow-up of potentially false 

19 positives, nodules, on spiral CT scans, part of 

20 following up in determining if it's lung cancer. 

21 That's what we have been talking about; is that 

22 correct? 

23 A. That's correct. 

24 Q. Now, would you tell the jury about the risk 
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that would be faced by the large number of people 
that you have explained might be overdiagnosed with 
that program? 

A. The patients that might — the patients 
that would be overdiagnosed by the program — that 
is, patients in whom cancer was discovered but 
cancer that wouldn't do anything to them — would be 
subject to interventions. 

You cannot just sit and watch cancer. It's not 
what people do. They would either take the cancer 
out, or they would decide to treat it with radiation 
or with chemotherapy, so that those patients that 
are overdiagnosed with lung cancer are going to be 
subject to all the risks, hazards and complications 
of these treatment modalities for cancers that may 
never have caused them any problem at all. 

Q. Now, if the plaintiffs' program were put 
into place, am I correct that your testimony is, a 
class of West Virginia plaintiffs would face all of 
these risks that we are talking about during the 
course of following up false positives and 
overdiagnosis? Is that correct? 

A. That's correct. 

Q. And how would that weigh in your opinion 
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1 against the benefits of screening with spiral CT 

2 scans? 

3 A. There has been no benefit demonstrated for 

4 screening for lung cancer with spiral CT. It's 

5 never been demonstrated to have any mortality 

6 benefit, and that's what we need to do. There is no 

7 benefit, and all I see are the possibility of these 

8 harms right now. 

9 Q. And is that why we need a randomized 

10 controlled trial with a mortality end point to find 

11 out whether these tests are going to help more 

12 people than they are going to hurt? 

13 A. Absolutely. The studies that are outlined, 

14 even Henschke studies, are investigations, they are 

15 experiments, they are going through their 

16 institutional review boards for approval. 

17 And until we do the right investigation, a 

18 randomized controlled trial of this modality for 

19 detection of mortality benefit, we don't know what 

20 sort of problems we might get into. 

21 Q. Dr. Goodman, it's not just you that thinks 

22 we need to wait for a randomized controlled trial 

23 with mortality end point before we start screening 

24 people with spiral CT for lung cancer; is that 
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1 correct? 

2 A. That's correct. 

3 Q. There are a number of public health 

4 authorities and federal agencies that share your 

5 view, aren't there? 

6 A. That is true. 

7 Q. Could you identify some of them for the 

8 jury? 

9 A. Some of them are the National Institutes of 

10 Health, National Cancer Institute, the American 

11 Cancer Society, the Society of Thoracic Radiology, 

12 to name some. 

13 Q. Dr. Goodman, has any public health 

14 authority or governmental health agency or 

15 authoritative group of physicians recommended that 

16 we just skip over the randomized controlled trial 

17 and start mass screening with spiral CTs for lung 

18 cancer? 

19 A. No. 

20 MR. FURR: Jason, could I have this graph up, 

21 please? 

22 BY MR. FURR: 

23 Q. Dr. Goodman, again, this is a board the 

24 plaintiffs put up in their case. I want to show you 
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1 Point No. 5 on plaintiffs What We Will Prove. It 

2 reads, "The increased risk of disease makes it 

3 reasonably necessary for the class members to 

4 undergo periodic diagnostic medical examinations 

5 different from what would be prescribed in the 

6 absence of the exposure." 

7 Do you see that? 

8 A. I do. 

9 Q. Dr. Goodman, do you have an opinion, sir, 

10 as to whether it is reasonably necessary for 

11 asymptomatic West Virginians with a five pack year 

12 history to undergo annual spiral CT scans beginning 

13 at age 50 to screen for lung cancer? 

14 A. I do have an opinion. I think it would be 

15 a big mistake to push an unproved modality on any 

16 population with all the possible risks that this 

17 modality has to it. 

18 Q. Dr. Goodman, would you suggest to a patient 

19 of yours that screening with spiral CTs has been 

20 shown to have benefited patients or saved lives with 

21 respect to lung cancer? 

22 A. No, absolutely not. 

23 Q. Would you recommend to a patient of yours 

24 to undergo lung cancer screening with spiral CT who 
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1 was asymptomatic? 

2 A. I would try my hardest to talk them out of 

3 it unless they wanted to join up in one of the 

4 randomized controlled trials that might investigate 

5 the true validity and value of that test. But 

6 certainly not recommend it. 

7 Q. You would recommend, instead, they 

8 participate in a randomized controlled trial? 

9 A. Yes. 

10 Q. And you would make that recommendation 

11 knowing that they might be put in the control arm of 

12 that trial and not receive the screening. Is that 

13 correct? 

14 A. That's correct. 

15 Q. And you would do it, sir, because there is 

16 no medical or scientific evidence that the benefits 

17 of screening for lung cancer with spiral CT outweigh 

18 the risk. Is that correct? 

19 A. There is no evidence that there is any 

20 benefit that exists, let alone outweighs any harms 

21 that might come from it. 

22 Q. And there are a lot of good reasons there 

23 is going to be a lot of harm; is that correct? 

24 A. That is correct. 
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1 MR. FURR: Thank you. Dr. Goodman. That's all 

2 the questions I have. 

3 THE COURT: Cross? 

4 MR. SEGAL: Thank you. Your Honor. 

5 — __ — 

6 CROSS-EXAMINATION 

7 BY MR. SEGAL: 

8 Q. High Dr. Goodman. I'm Scott Segal. How 

9 are you this afternoon? 

10 A. Fine, thank you. 

11 MR. SEGAL: Good afternoon, ladies and 

12 gentlemen. 

13 BY MR. SEGAL: 

14 Q. Before I forget one of the last questions 

15 Mr. Furr asked you, I want to be sure I understood 

16 something in your deposition. He asked you 

17 questions about what you would recommend to your 

18 patients and what advice you would give to patients 

19 and all that. 

20 My understanding from the answer in your depo 

21 is you haven't seen patients on a daily basis since 

22 about 1970; is that correct? 

23 A. I see patients for interventional 

24 procedures, and I see doctors who are taking care of 
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1 patients who seek my advice in regards to radiologic 

2 diagnosis. 

3 But in regards to actually seeing patients and 

4 handling them on a day-to-day basis, that's 

5 correct. Since my internship year in the field of 

6 radiology, my close contact is in advising patients 

7 who may incidentally come to me about questions of 

8 radiology or advising their physicians who are 

9 taking care of those patients about the use of 

10 radiologic techniques. 

11 Q. Okay. Now, in regard — you come from a 

12 university and a medical center named Duke. Is that 

13 correct? 

14 A. Yes, it is. 

15 Q. And would you tell these folks who that is 

16 named after? 

17 A. I never get that straight. It's either 

18 Washington Duke or James Buchannon Duke, one of the 

19 Dukes. 

20 Q. And what was the business of the person at 

21 that university and medical school is named after? 

22 A. They were in the tobacco business. 

23 Q. Actually bought the university with the 

24 money they made from the tobacco business, didn't 
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1 they? 

2 A. I think he tried to buy Princeton, and they 

3 wouldn't change their name, so he came down and 

4 bought a small school in Durham. 

5 Q. In addition to that, Mr. Furr asked you 

6 some questions about being reimbursed for the time 

7 that you spent with us. And let's assume, okay, 

8 because I don't want to be unfair to you, but let's 

9 assume you do get out of here today and you do get 

10 home tonight; all right? 

11 In July it was a little over 50,000. Are we 

12 going to be at about 100,000, 80,000, 1120,000? 

13 Where is the ultimate bill going to wind up for the 

14 work you have done? 

15 A. I'm not 100 percent sure. I haven't added 

16 up the hours I have put into it, but it's probably 

17 going to be close to a hundred thousand maybe, maybe 

18 eighty thousand. I'm not sure. 

19 Q. So in this case, this one case, the work 

20 that you have done, you will charge between eighty 

21 and one hundred thousand dollars total for both the 

22 work you did before being here as well as being here 

23 with this jury. Is that a correct statement, 

24 Doctor? 
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A. I think that's probably in the ballpark. 

Q. It's a fair range? 

A. It's in the ballpark, yeah. 

Q. Now, in regards to that, so these folks 
understand, that's your money; right? 

A. That's correct. 

Q. You get it. Duke doesn't get it; you get 

it? 

A. That's correct. 

Q. And in addition — could you please put up 
those articles that we scanned in that Mr. Furr 
showed? I want to talk briefly about these articles 
that you wrote and then I want to talk — a little 
later, we will get into Dr. Henschke in detail and 
also talk about some of the things you and 
Dr. Henschke had written back and forth in the peer- 
reviewed literature in editorials about each other's 
work. 

But first of all, Mr. Furr used the word 
"original" research. And I don't want to fuss with 
that word; okay? But I do want to make some things 
clear to these folks. 

Dr. Henschke is out there working with real 
human beings — and I'll use your word — in 
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experimental trials to try and find ways to early 
detect and hopefully early cure or help cure lung 
cancer; right? 

A. Yes. 

Q. I mean, they are living people; they are 
alive; right? 

A. Yes. 

Q. And that's what her effort — and by the 
way, it's not just Dr. Henschke, is it? That's not 
really right. Dr. Henschke is the lead researcher, 
but indeed there is a lot of people working with her 
on this. There is Dr. Miettinen; is that right? 

A. I never met him. I always pronounced it 
Miettinen. 

Q. And where is Dr. Miettinen from? 

A. I think he's in Canada, but I'm not 100 
percent sure. 

Q. And also Dr. Yankelevitz is working with 
her on the project? 

A. Dave Yankelevitz. 

Q. Yeah. You know Dr. Yankelevitz? 

A. Yes. 

Q. Where is he from? 

A. He's in Cornell. 
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1 

Q. 

And Dr. Daniel Libby is 

working with them; 

2 

right? 



3 

A. 

I don't know him. 


4 

Q. 

Okay. Do you know where 

he's from? 

5 

A. 

No. 


6 

Q. 

All right. But you have 

seen this name on 

7 

the papers. I mean, I'm not making these things 

8 

up. Do 

you want to see it? 


9 

A. 

I believe you. There are several authors 

10 

in that 

ELCAP group. 


11 

Q. 

And James Smith is also 

in the ELCAP group; 

12 

right? 



13 

A. 

I don't know who he is. 


14 

Q. 

All right. Now, that's 

what they are 

15 

doing. 

Now, let's talk about what you are doing. 

16 

The first article here is — you 

don't have to blow 


17 them up, it's okay — "The Correlation of Tumor Size 

18 and Survival in Patients With Stage 1A Non-small 

19 Cell Lung Cancer." 

20 Now, if I understand that, you looked at death 

21 certificates, and you looked at the tumor registry, 

22 and you looked at data about people. Did you 

23 actually, though, work with people in that study? 

24 A. This would not be an investigation that you 
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would work with people. This is a retrospective 
study that you would work just the way we did. 

Q. Okay. And so they understand, a 
retrospective study means is these poor souls are 
gone, they have moved on to the next world, correct, 
doctor? 

A. Not necessarily. It just means we have 
looked at it in retrospect, means we just looked 
back at the records; instead of looking forward and 
looking at evidence de novo, aknew, we looked at 
records. The patients are not necessarily dead. 

Q. How many of them, if you are looking at 
survival, how many of them were still alive? 

A. Quite a number of them. 

Q. All right. Now, we have got "Screening of 
Lung Cancer" in the New England Journal of 
Medicine. That's the one that Mr. Furr talked about 
that you had had peer-reviewed, and you showed the 
chart today of some of the conclusions in that; 
right? 

A. Yes. 

Q. And that's one of the ones you and 
Dr. Henschke have had some letters back and forth on 
the editorial page about; is that right? 
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1 A. Yes. 

2 Q. Yeah. And with regards to that, can you 

3 tell me what that involved? 

4 A. Yeah. That was a review of screening for 

5 lung cancer involving some of these biases that are 

6 engendered by using survival data, some of the 

7 biologic things that have to do with lung cancer and 

8 why some may be metastatic very early and others may 

9 not be metastatic very late in their growth and 

10 why — and a historical review of some the screening 

11 that had been done with chest films in the NCI 

12 trials, that sort of thing. 

13 Q. So these folks understand, what that means 

14 is you looked at other people's work that they had 

15 done with human beings and studies and experimental 

16 work, and then you looked at their work and came to 

17 a conclusion, professional views, opinions and stuff 

18 like that and published them; right? 

19 A. That's correct. 

20 Q. But there were no live human beings you 

21 were trying to help through this research in this 

22 study that were actually in your study. It was all 

23 looking at other people's work with people; right? 

24 A. Well, we are trying to help a lot of living 
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1 people by publishing that material. We didn't study 

2 living people for what we did in that work. 

3 Q. The "Low-dose Spiral Computed Tomography 

4 Screening for Lung Cancer: Not Ready For Prime 

5 Time," did that deal with any actual tests you ran 

6 at Duke with your colleagues, Drs. Patz — well, 

7 just you and Dr. Patz. Did that deal with any folks 

8 or just looking at other people's work? 

9 A. That was a review written at this time in 

10 kind of a point, counterpoint fashion. 

11 Q. The next one, we have Dr. Black, 

12 "Viewpoint: CT Screening For Lung Cancer," submitted 

13 for Radiology. Once again, that's just looking at 

14 other people's work and giving your viewpoints on 

15 it; correct? 

16 A. That's a point and counterpoint. 

17 Q. Okay. And then the "Identification of 

18 Small Lung Nodules at Autopsy: Implications for Lung 

19 Cancer Screening and Overdiagnosis Bias." As I 

20 understand this one, you looked at death records, 

21 whatever was available, whether there were tumor 

22 registries, actual path reports. Whatever you 

23 looked at, you looked at pieces of paper about — 

24 medical pieces of paper about dead people and then 
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1 came to certain conclusions? 

2 A. Yeah. For this particular study. That's 

3 exactly what you would have to, do since it's an 

4 examination of autopsy data and how important that 

5 is and its implications for overdiagnosis and thus 

6 lung cancer screening. 

7 Q. And "Stage Distribution in Patients With a 

8 Smaller Than Three Centimeters Primary Non-small 

9 Cell Lung Cancer: Implication for Lung Cancer 

10 Screening." Can you tell us what you looked at in 

11 that one? 

12 A. We reviewed the tumor registries once again 

13 to see what stage distributions there were in 

14 regards to small cancers, again with the 

15 implications for lung cancer screening. 

16 I think it's important work that the stage 

17 distribution, the overdiagnosis bias and the 

18 correlation of tumor size and survival get out. And 

19 that's important work. And, even though it may not 

20 deal with live patients, the value of that data is 

21 very strong in regards to the implications for 

22 screening for lung cancer. 

23 Q. All right. It doesn't involve live 

24 patients. Can we agree on that? 
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1 A. It does not. 

2 Q. And by the way, this one here, "Viewpoint: 

3 CT Screening For Lung Cancer," you were good enough 

4 to give us that article in your deposition in July 

5 of this year. As it had been submitted; correct? 

6 A. There were a couple of different versions. 

7 I suppose you got whatever — whichever one I had at 

8 that time. 

9 Q. All right. Well, let me ask you this. You 

10 were asked about that article, and if you want to 

11 see this because you want to be refreshed, you just 

12 tell me. I just want to know if we are talking 

13 about the same thing; okay? 

14 A. Yes. 

15 Q. Can you tell me which of the articles 

16 listed on Exhibit 1 you have submitted to law 

17 firms prior to publication? 

18 And when you understood what he said, you 

19 said: 

20 The only article that I have submitted to 

21 Womble Carlyle's attorneys in regards to this 

22 are articles that are already accepted, the 

23 drafts are done. There will be no more further 

24 revisions of those drafts. They have been 
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submitted for publication. 

Do you recall that? 

A. Yeah, uh-huh. 

Q. And in July that was one of them; correct? 

A. Yes. 

Q. Okay. And you brought — they brought it 
to the deposition, and we got it; right? 

A. Okay. 

Q. Okay. Here is what I want to understand. 

Ms. Gina, can you put the side-by-side up? This is 
the article — and Mr. Furr will — this is the 
article that was submitted that we received; the one 
on the left is the July one, correct, the older? 

And that's Dr. Patz, Dr. Black and Dr. Goodman. 
That's the one; right? 

A. I think so. 

Q. Okay. And now, apparently, the name of 
that, though, has been changed from — "CT Screening 
For Lung Cancer: Not Ready For Routine Practice," 
has that now been changed to "Viewpoint: CT 
Screening For Lung Cancer"? 

A. I think it has. It's an editorial decision 
by the publishers at Radiology. 

Q. Okay. And could you go to the next 
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1 comparison, please? I'm interested in — this is 

2 the exact same — and do we have copies of these so 

3 he can — thank you. 

4 MR. SEGAL: Your Honor, may I approach? 

5 THE COURT: Yes. 

6 MR. SEGAL: May I? 

7 THE COURT: Uh-huh. 

8 MR. SEGAL: I want you to have these just so 

9 you can see I haven't put something up there 

10 that's — 

11 A. Okay. 

12 Q. Ms. Gina, can you blow the bottom left-hand 

13 part up there. 

14 In the one we got in July, the following 

15 sentence was in the article: If all of these 

16 screened detected lung cancers were truly 

17 clinically significant, then, in clinical 

18 practice, there should be just as many lung 

19 cancer cases diagnosed in smokers as in 

20 nonsmokers. 

21 And the next sentence, please: This is clearly 

22 not the case, and smokers have a significantly 

23 higher risk of dying from this disease. 

24 That being lung cancer; right? 
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1 A. I'm sorry, I was trying find it here in the 

2 ones you put up here, and if you can go back to that 

3 first page. 

4 Q. Sure. 

5 MR. SEGAL: Could you go back to the first 

6 part, please. 

7 BY MR. SEGAL: 

8 Q. If all of these screened detected lung 

9 cancers were truly clinically significant, 

10 then, in clinical practice, there should be 

11 just as many lung cancer cases diagnosed in 

12 smokers as in nonsmokers. 

13 Next page, please? 

14 This is clearly not the case, and smokers 

15 have a significantly higher risk of dying from 

16 this disease. 

17 This disease being lung cancer? 

18 A. Yes. 

19 Q. Okay. That sentence was in the article we 

20 were given in July; correct? 

21 A. Yes, I believe it was if that's the one on 

22 the left. 

23 Q. Leave that up, Ms. Gina, please. 

24 And scientifically, the fact that smokers have 
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1 a significantly higher risk of dying from this 

2 disease, that being the lung cancer, was a 

3 scientifically correct statement at the time, wasn't 

4 it? 

5 A. I'm not sure. 

6 Q. Well, is it in your article anymore? 

7 A. Well, I think you are going to show me. I 

8 honestly don't remember the sentence. 

9 Q. That's why I handed it to you. I can't 

10 find it anywhere. 

11 A. It may have been taken out. 

12 Q. Well, I thought you told us, the way you 

13 submitted it, there weren't going to be any more 

14 changes? 

15 A. Yeah. And generally that's the case. I 

16 don't honestly remember. I'm not the corresponding 

17 author on this paper. Dr. Patz is. So he would have 

18 received the correspondence from the Radiology 

19 editorial offices, who would have sent this out for 

20 review perhaps, or maybe the editor looked at 

21 something, made a comment, and there may have been a 

22 change because of that. 

23 Q. Let me ask you: Do you stand by the 

24 statement, or don't you, that there is a 
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1 significantly higher risk of dying from lung cancer 

2 in people who smoke cigarettes? 


3 

A. 

Yes. 

4 

Q. 

That's a correct statement, isn't it? 

5 

A. 

Yes . 

6 

Q. 

But it's no longer in your article? 

7 

A. 

Yeah. 

8 

Q. 

You have got it right there in front of 

9 

you. 


10 

A. 

I apologize for not even understanding that 


11 that wasn't there. But I didn't see this as a 

12 corresponding author. If you look on the first page 

13 of the draft, you will see the corresponding author 

14 is Dr. Patz. He would be the one who corresponds 

15 and makes these sorts of changes from an editorial 

16 standpoint and doesn't necessarily consult with 

17 other authors. 

18 Q. And finally, we are going to get to 

19 Dr. Henschke's findings and some of those things. 

20 The jury has already seen what you had to say in the 

21 New England Journal of Medicine. 

22 I would like to put up now, after that was 

23 published, what Dr. Henschke wrote about the work 

24 that Mr. Furr showed the jury this morning, okay. 
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because I think they need to understand what's going 
on professionally between you two as far as this 
debate. And this would be Henschke and her 
colleagues, right, as well as and you your 
colleagues. 

Let's see what you have. 

Q. All right. 

MR. SEGAL: Next page. Oh, that's it. 

BY MR. SEGAL: 

Q. To the editor. We think of CT screening 
for lung cancer as CT-based early, 
presymptomatic, diagnosis of the disease with 
CT also involved in the definitive diagnosis 
after an initial positive result is obtained 
and in the assessment of the rate of growth of 
the detected lesion. 

The ultimate goal of early diagnosis is a 
reduction in the case fatality rate associated 
with lung cancer, attained by early 
intervention instead of late intervention. The 
disease specific mortality is a concept that is 
much too muddled. 

The intermediate goal, we agree, is to 
achieve a stage shift toward earlier stage 
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1 disease at diagnosis, but we are astounded by 

2 the authors' argument — 

3 That's you and your colleagues; right? 

4 A. Yeah. 

5 Q. Yeah, they are astounded by the authors' 

6 argument that, quote, it remains to be seen whether 

7 a stage shift will result when low-dose CT is used 

8 for screening, closed quote. 

9 Our baseline diagnoses were Stage 1 in 85 

10 percent of the cases, and nothing less is 

11 expected from our repeated screening 

12 experience. 

13 Patz, et al. — that's your colleague; right? 

14 A. Yes. 

15 Q. — state that the, quote, the true clinical 

16 significance of the small tumors found by 

17 screening is unknown, closed quote, and 

18 advocate randomized, controlled trials. The 

19 clinical significance of those tumors, with and 

20 without early intervention, can be addressed by 

21 nonrandomized, quasiexperimental studies 

22 according to the paradigms set forth by 

23 Flehinger, et al., and Sobue,et al. If 

24 required, and if the ethics permit, randomized 
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1 controlled trials on early intervention could 

2 be done. The kind of randomized controlled 

3 trial Patz — 

4 That's you and your colleague; correct. 

5 A. That's right. 

6 Q — advocate would never address either the 

7 frequency or overdiagnosis of nonfatal cancer 

8 according to subtype of small tumor or the 

9 curability rate of any type of cancer of the 

10 lung. 

11 That's fine. 

12 Now, my question is this. Doctor. I understand 

13 you may not agree with that, but the point that I 

14 think is important that we understand is that, in 

15 the scientific community, that debate is going on 

16 between you all? 

17 A. Yes. There is a debate going on amongst 

18 people, which is why randomized controlled trials 

19 ought to be performed. If you look at that letter, 

20 there are some statements there that are just 

21 wrong. 

22 For instance, the use of case fatality rates to 

23 determine the effectiveness of a screen. All the 

24 experts would agree that you need mortality data. 
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1 Case fatality rates are not the same thing. 

2 This is one of the big problems with the 

3 Henschke type of investigation. The use of 

4 Fehlinger and Sobue to support anything in regards 

5 to screening or overdiagnosis can be looked at by 

6 evaluating their particular articles and finding out 

7 where in their investigations they have made 

8 investigational errors and where Dr. Henschke and 

9 group have made leaps of faith based upon some of 

10 their investigations. It's pretty easy to show. 

11 Q. And that's your view? 

12 A. Absolutely. 

13 Q. All right. And they are still out there 

14 trying to do something with living people to help 

15 them; right? 

16 A. And so am I. 

17 Q. All right. Well, let's talk about that 

18 because, while these randomized trials are going on, 

19 Mr. Furr wrote up here, there would be 176,000 cases 

20 of lung cancer diagnosed this year in the United 

21 States. Is that right? 

22 A. That's a rough estimate, yeah. 

23 Q. And you would agree with me that about 

24 seventeen hundred of those will be in West Virginia, 
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1 won't they, this year? 

2 A. That I don't know the percentage of those 

3 that are in West Virginia. I don't know that data. 

4 Q. Well, you came here to testify in front of 

5 a West Virginia jury in a West Virginia class you 

6 have given opinions about and told them all about 

7 all these people who are going to be subject to all 

8 this stuff, but you don't know how many of them are 

9 going to actually develop cancer? 

10 A. No, I don't. I hope they would understand 

11 in their class this idea of screening will affect 

12 their class, as it does any class in the United 

13 States. 

14 Q. 176,000 this year; right? 

15 A. Yes. 

16 Q. How many of those folks are going to die 

17 within the five-year period? They are all going to 

18 die some day. No doubt about that. Doc. I'm asking 

19 you within the five-year period? 

20 A. Five-year survival is probably 

21 traditionally 14 or 15 percent. So 85 percent of 

22 them will die. 

23 Q. 85 percent of those people will die? 

24 A. That's correct. 
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1 Q. How long is the randomized study going to 

2 take, 13 years? Is that NCI's best estimate? 

3 A. Well, you can do mortality data just about 

4 any time period just so long as you look at the 

5 number of deaths and divide it by the population 

6 looked at. So you could get mortality data within 

7 five years, or six years or ten years. It depends 

8 on how many people you can get into the study to 

9 determine how many power of statistical significance 

10 you want. 

11 Q. But they have predicted it's going to take 

12 13 years to get that powerful — some people have 

13 predicted it's going to take 13 years to get that? 

14 A. I think Dr. Henschke has been saying that. 

15 Q. What would you say, ten years? 

16 A. I would say, yeah, somewhere between eight 

17 and ten years. Maybe we can shorten that. We would 

18 have some good idea if it really has the beneficial 

19 effect that the Henschke group claims it's going to 

20 have because they claim it's going to have a 

21 significant beneficial effect. 

22 So we are not looking at small changes in 

23 mortality data in a study that needed to be done. 

24 We are looking, even if you could demonstrate a 50 
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1 percent mortality reduction with screening, which 

2 wouldn't take ten years even probably to do, you 

3 would have demonstrated something that exceeded what 

4 the Henschke group claims it's going to do. 

5 Q. Okay. But a lot of people are going to be 

6 dying in the meantime until we get this value that 

7 you want? 

8 A. Yeah, unfortunately, that's true. 

9 Q. And before we go into the specifics, I need 

10 to understand something else about your testimony. 

11 You were talking about the Stage 1, Stage 3 and all 

12 that. 

13 And I think the one of the ones you talked 

14 about in your staging was your little nodule chart 

15 that you showed the jury, and then Mr. Furr, which 

16 is okay with me, stole one of my opening statement 

17 demonstratives, and he showed you an eraser head and 

18 a fifty cent piece. Imagine that, I kept this all 

19 this time. 

20 MR. FURR: So the record is clear, I might have 

21 used them, but I did not steal them from him. 

22 MR. SEGAL: So stipulated. 

23 A. I have never seen similar but not identical 

24 objects. 
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1 Q. I am not going to fuss with you that, in 

2 Stage Is, okay, there are very small tumors which 

3 metastasize; okay? 

4 A. Yes. 

5 Q. I'm saying that right now so you don't have 

6 to worry that I'm trying to cut you off at that 

7 pass. 

8 A. Okay. 

9 Q. Here is what I want to know. Are you 

10 telling the jury, folks, as far as it's concerned in 

11 the United States today, whether it's Stage 1, Stage 

12 2, we might as well send them all home because they 

13 are all going to die anyway within the same time 

14 period? 

15 A. Are you talking about five-year survivals 

16 now for treatment? 

17 Q. No? 

18 A. That's how this was referred to. 

19 Q. No, no. I want to know if you are telling 

20 this jury that, as a thoracic radiologist, we ought 

21 to just go ahead and send everybody home whether 

22 they have this size tumor or this size tumor or this 

23 size tumor, that we ought to just send them all home 

24 irregardless of the stage? 
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1 And I understand that the stage is more than 

2 just the size. That's why I said I'm not going to 

3 fuss with you that some of the very little ones, 

4 okay, I'm not cutting you off at that pass. 

5 What I want to know is are you telling this 

6 jury we ought to just send everybody home who gets 

7 lung cancer detected because they are all going to 

8 die at the same time anyway? 

9 A. I'm not sure I quite understand, but if we 

10 detect a nodule of that size on a chest film or on a 

11 CT scan as an incidental finding, and then determine 

12 with subsequent workup that it represents a cancer, 

13 those patients won't be sent home. 

14 Those patients will get treated. They will 

15 have those things removed, or they will have 

16 chemotherapy or radiation therapy conducted, 

17 depending upon what stage their disease is at the 

18 time they are discovered. 

19 Q. I thought they were all going to die at the 

20 same time anyway? 

21 A. The treatment that is done — maybe I can 

22 explain it this way. The treatment that is done by 

23 stage is predictive of survival time. It's not a 

24 mortality issue. It's a matter of is the treatment 
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1 effective when you have got an eraser head or a half 

2 dollar depending on your stage. And it's a tool 

3 that's used to get prognostic information as far as 

4 how well your therapy is going to work with you. If 

5 you had a Stage 1A cancer, your chance of five-year 

6 survival is going to be better than if you had a 

7 Stage 3A cancer both getting operated on, let's say, 

8 at the same time. 

9 So that is something would happen to these 

10 patients. The predictive information or prognosis 

11 of what might happen to those patients will be 

12 predicated upon their stage at discovery. 

13 Q. Right. But they are all going to die 

14 within the same time period anyway according to you; 

15 right? 

16 A. I'm not sure where — I'm missing that. 

17 Q. Well, tell these folks. Is it good to find 

18 a lung cancer that's this big that hasn't 

19 metastasized, is it good for your doctor to find 

20 that before it gets this big and maybe has 

21 metastasized? Is that a good thing for a doctor? 

22 A. Okay. Well, that's the question. 

23 Intuitively it looks like it's better to have that 

24 small nodule than the big nodule. That was the 
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1 point of that chart. And the research that we did, 

2 which is why it was important research, would show 

3 there was no difference in survival in patients who 

4 had a nodule that size or a nodule that size when 

5 they got treated. 

6 Q. How about a Stage 3 who is symptomatic? 

7 A. That's not good. 

8 Q. Do you think you would recommend to these 

9 folks rather than waiting until people became 

10 symptomatic in Stage 3 it would be better to catch 

11 their cancer earlier and try and resect them? 

12 A. There is the problem with this trying to 

13 detect earlier thought, and that's obviously the 

14 thought that went into the design of the chest film 

15 trials for screening and with the thought that's 

16 gone into trying to screen for lung cancer with 

17 spiral CT. And it's exactly why you need to do a 

18 randomized controlled trial for mortality benefit to 

19 see if it really works. 

20 Because this little thing going to this size 

21 may or may not metastasize, may stay like that 

22 forever. In your control group you may have a 

23 similar thing going on without the patient ever 

24 knowing about it. And if that's the case. 
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interrupting this thing at this size before it gets 
to this size may have been more harmful than just 
letting it go. 

Q. And just so I'm sure it's clear to the 
jury, we have a thoracic radiologist from Duke 
University in Durham, North Carolina, who is willing 
to tell them within reasonable medical certainty it 
is no better as a physician to find a Stage 1 lung 
cancer, whatever size it be, than a Stage 3 lung 
cancer? There is no benefit to the patient? 

A. You misunderstand what I said. 

Q. Well, is there a benefit to the patient? 

MR. FURR: Excuse me. Your Honor. He should be 
allowed to finish. He restated the question 
differently. He should be allowed to finish. 

THE COURT: No, no. The question was 
presented. He can answer that question. He can't 
reshape the question, which is what he's trying to 
do. 

Can you answer the question that was presented? 

MR. FURR: Your Honor — 

THE WITNESS: Restate the question, please. 

MR. FURR: I believe what occurred is that 
Mr. Segal restated the question. 
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1 THE COURT: Yes, he did. He did. And that's 

2 the question that was really asking for the answer. 

3 MR. FURR: Okay. 

4 THE COURT: Because it was restated. There is 

5 no question about that. 

6 MR. FURR: Thank you. 

7 THE COURT: But restate it again, if you can. 

8 Do you want Nick to read it back? 

9 BY MR. SEGAL: 

10 Q. You are not telling this jury that finding 

11 cancers at Stage 1 is not better for the patient 

12 than finding them at Stage 3? 

13 A. It is correct that finding cancers at Stage 

14 1 is better than finding cancers at Stage 3. But 

15 finding cancers at this size versus this size that 

16 are both the same stage makes no difference. 

17 Q. All right. I got that. 

18 A. Okay. 

19 Q. I got that. But what I want to be sure you 

20 are not telling these folks is that Stage 1, 

21 whatever we are at at Stage 1, you are not telling 

22 them that is not better than finding it at Stage 3? 

23 It is better to find it at Stage 1 than Stage 3; 

24 correct? 
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1 A. That is correct. It's better to find a 

2 lung cancer at an earlier stage. 

3 Q. Now, the last area I want to cover, and 

4 then we are going to go through some specifics of 

5 what's been said in the literature and talk about 

6 what happens to people in the real world in the 

7 United States of America. Okay? 

8 But first here is something — you said you are 

9 on the tumor board down at Duke; is that right? 

10 A. Correct. 

11 Q. Okay. Now, there is lots of different 

12 types of radiographic and other screening things 

13 used at Duke to try and early detect the presence, 

14 the possible presence of cancer. And notice I 

15 didn't say lung cancer. Cancer. 

16 There are things you all do at Duke to try and 

17 early detect the presence of things that may become 

18 cancer; right? 

19 A. To try and detect abnormalities that may 

20 turn out to be cancer? 

21 Q. Right. 

22 A. Yes. 

23 Q. And one of the folks you have got down 

24 there at Duke is a pathologist by the name of Victor 
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1 Roggli; isn't that correct? 

2 A. That's correct. 

3 Q. And Victor Roggli is probably one of the 

4 youngest, most well known pathologists not only in 

5 the United States, but in Canada, isn't he? 

6 A. I think he probably has a good reputation. 

7 Q. Yeah, he sure does. He's written a book 

8 about yea thick on lung cancer; isn't that right? 

9 A. I have never seen that. 

10 Q. His pathology text? You have never seen 

11 Dr. Roggli's pathology text? 

12 A. I have not. 

13 Q. Is he on the tumor board with you? 

14 A. No. 

15 Q. Let's talk about pathologists like 

16 Dr. Roggli at Duke. When you look at any chest 

17 x-ray, okay, and I don't care if it's — any 

18 thoracic imaging, the one that gives you 25, the 

19 HRCT, the LDCT, any of them, when you look at that, 

20 you don't walk in to any human being at the Duke 

21 Medical Center and say you have got cancer. You 

22 don't do that, do you? 

23 A. No. 

24 Q. In fact, the closest you probably ever 
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1 ethically get is to go to their physician and 

2 perhaps with them and say. Based upon what I am 

3 seeing, I have a very high suspicion, I am almost 

4 sure, but you don't tell a human being based upon 

5 any of those studies, I, Dr. Goodman, hereby 

6 diagnose you with lung cancer. You don't do that, 

7 do you? 

8 A. That's correct. 

9 Q. What you do is when you get the level of 

10 suspicion that that human being radiographically, 

11 chest x-ray, HRCT, any one you want to use, when you 

12 get the suspicion high enough, that's when you go to 

13 them and their surgeon or doctor and say. Hey, we 

14 now need some of the cells from that tumor or from 

15 that mass — you probably wouldn't even use the word 

16 tumor — we need some of the cells from that in 

17 order to put them under a microscope and let one of 

18 our pathologists, such as Dr. Victor Roggli, look 

19 through the microscope at the cells and tell us, 

20 yes, this is indeed a lung cancer or, no, it's not? 

21 That's what happens in the real world, isn't it? 

22 A. It is. When we do — there is different 

23 types of pathologists. Dr. Roggli doesn't do 

24 cytopathologies so he doesn't look at individual 
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1 cells to determine whether things are lung cancer. 

2 But there are pathologists there at Duke that do do 

3 that. 

4 Q. Okay. And additionally, they not only can 

5 do that, they can do something else for them. They 

6 can actully look at those cells and do some special 

7 stains and within a fairly high degree of 

8 reliability in some cases, they could tell you what 

9 type of cancer it is, can't they? 

10 A. They can. 

11 Q. And that's when we go to the patient and 

12 say, I'm sorry, but you do indeed have lung cancer 

13 and we suspect it's small cell I think is a word you 

14 used today or adeno or whatever it is. Correct? 

15 A. Yeah. They usually use small cell or 

16 non-small cell. 

17 Q. Now, that also, just so these folks 

18 understand, when you give someone, give a lady a 

19 mammogram, they get exposed to radiation too, don't 

20 they? 

21 A. They do. 

22 Q. Yeah, and nobody is going to walk in and 

23 say, oh, you have got breast cancer with just a 

24 mammogram, are they? 
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1 A. That's correct. 

2 Q. It makes the early detection of a possible 

3 diagnosis down the road, that's what it does. It 

4 makes early detection possible. Whether or not it 

5 turns out to be a fibrocystic mass, you don't know 

6 that when you get it back, do you? 

7 A. No. What it does is allows you to see an 

8 abnormality, and it becomes part of the workup that 

9 then proceeds to find out what that abnormality is. 

10 Q. And the PSA which they do on men for 

11 prostate, okay, which is also — both of these tests 

12 are recommended by the American Cancer Society. I'm 

13 not making this stuff up as we go along, correct, 

14 Dr. Goodman? 

15 A. I'm not sure about the recommendations for 

16 these. I'm not an expert in those. 

17 Q. All right. We will look at it together in 

18 a minute, okay, but just for right now assume as 

19 true that they do that. 

20 A. Okay. 

21 Q. Now, PSA won't .diagnose prostate cancer in 

22 a man, will it? 

23 A. No. 

24 Q. And as far as you know, men over 50 who are 
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1 not at, quote, high risk are supposed to be getting 

2 those tests done every year; correct? 

3 A. I think that's right. 

4 Q. Right. Now, when you get that test and the 

5 doctor tells you, whoa, we got a suspicion here we 

6 may have early detected something, would you tell 

7 them what they have got to do to the person to then, 

8 quote, make the diagnosis? 

9 A. I'm not sure. 

10 Q. Well, they have to go up inside the 

11 prostate and start taking — 

12 MR. FURR: Excuse me. Your Honor. It's 

13 argumentative. Mr. Segal is testifying. 

14 THE COURT: Yeah, objection will be sustained. 

15 I mean, the witness indicated that he doesn't know. 

16 MR. SEGAL: Okay. 

17 THE COURT: Or he's not sure I think is the 

18 words he used. 

19 BY MR. SEGAL: 

20 Q. So you don't know how to follow up a person 

21 who is suspected of having prostate cancer. Is that 

22 your testimony? 

23 A. That's correct. 

24 Q. Okay. Let's — 
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1 THE COURT: Are you now getting into the 

2 specifics, you were moving into another level? I'm 

3 going to allow a couple breaks this afternoon. But 

4 you indicated before you are demarcating into a new 

5 area. Are you in that area yet? 

6 MR. SEGAL: Now is a great time. Your Honor. 

7 THE COURT: This will be short, about ten 

8 minutes. 

9 Same thing. Doctor. You can walk around but 

10 don't discuss your testimony. 

11 (A recess is taken.) 

12 (In open court with a jury present.) 

13 THE COURT: All right. Do you want to 

14 continue, Mr. Segal. 

15 MR. SEGAL: I will. Your Honor. 

16 BY MR. SEGAL: 

17 Q. Okay. Now, I want to talk about, if we 

18 can, what's happening with the real folks in these 

19 studies. And the first one I want to look at, okay, 

20 is the July 10th, 1999 Early Lung Cancer Action 

21 Project, Dr. Henschke; okay? 

22 Could I have a copy of that for the doctor so 

23 he doesn't have to — 

24 MR. SEGAL: May I approach. Your Honor? 
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1 THE COURT: Sure. 

2 BY MR. SEGAL: 

3 Q. In case you can't see what I'm putting up 

4 there, I will give you one. 

5 This is the Early Lung Cancer Action Project: 

6 Overrule Design and Findings from Baseline 

7 Screening. It's got Dr. Henschke, McCauley, 

8 Yankelevitz, Naldaich, McGuinness — I can't 

9 pronounce it right, but you and I talked about it — 

10 Libby, Pasmantier, Koizumi, Altorki and Smith. 

11 Those are the investigators. It wasn't just 

12 Dr. Henschke; is that correct? 

13 A. That's right. 

14 Q. And in the first part it says. Chest 

15 radiographs and low-dose CT were done on each 

16 participant. She said that, didn't she? 

17 A. That's what they said, yes. 

18 Q. And this morning you talked about how good 

19 you all are at reading chest x-rays and how little 

20 you can see things and pick up nodules. Do you 

21 remember that this morning? 

22 A. Yes. 

23 Q. Okay. Noncalcified nodules were detected 

24 in 233 — 23 percent of the participants by low-dose 
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1 CT at baseline. 

2 Of the 27 CT-detected cancers, 26 were 

3 resectable. That means they were able to do what? 

4 A. They were able to take those cancers out. 

5 Q. Biopsies were done on 28 of the 233 

6 participants with noncalcified nodules. Now, what 

7 that means is that, although they found 233 nodules, 

8 they actually only ever got to the step of saying we 

9 need some cells to put under a microscope in 28 of 

10 those cases; correct? 

11 A. That's what they are saying. 

12 Q. Well, you don't have any reason to 

13 disbelieve that in this study, do you? 

14 A. No. But — 

15 Q. Do you think they took more cells out of 

16 more people than they are telling anybody in the 

17 peer-reviewed literature? 

18 A. No. But more people dropped out of the 

19 study before they ever got to that stage. 

20 Q. Okay. 27 had malignant noncalcified 

21 nodules, and one had a benign nodule. Now, what 

22 that means is, of the 28 that they went in and took 

23 some cells out, only one was a benign nodule. Is 

24 that correct? 
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1 A. That's correct. 

2 Q. So out of the 233 folks, the number of 

3 people early detected with the nodule who actually 

4 wound up having a nodule that was not cancerous when 

5 you make the diagnosis under the microscope was one 

6 human being. Is that correct? 

7 A. That's correct. You have to — let me just 

8 modify it a little bit. More biopsies were 

9 recommended and not necessarily done. But of the 

10 patients that were biopsied, this is what came of 

11 it. 

12 Q. All right. No participant, no participant 

13 had a thoracotomy for a benign nodule. And what 

14 that means is ain't nobody in the United States of 

15 America research that is going on right now had 

16 their chest cracked open and, when they took the 

17 tumor out, it was benign; correct? 

18 A. I'm not sure about what's happened at the 

19 Mayo Clinic. I'm not sure I remember that data. In 

20 that study, none of their patients operated on had a 

21 thoracotomy for benign nodules. That's different 

22 than from other data from Japan that I mentioned 

23 earlier. 

24 Q. I know. But in the Henschke study in the 
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1 United States, ain't nobody had their chest cracked 

2 open that had a benign nodule, correct, doctor? 

3 A. I'm sorry, I have to make one other 

4 modification. In the Henschke study, three patients 

5 who were part of the study went out of protocol. 

6 Q. Right. 

7 A. And had biopsies done of benign nodules. 

8 They may have had surgeries. Three came out of the 

9 the protocol. That's part of the real world. That 


10 

is part 

of what 

happens out of study. 

It' s 

11 

individuals that 

who drop out of investigations. 

12 

Q. 

So these 

people understand what 

you just 

13 

said, those were 

people who didn't follow their 

14 

doctor' 

s advice; 

correct? 


15 

A. 

They are 

real people in the real world who 

16 

did not 

follow the Henschke protocol as 

what she 

17 

said. 




18 

Q. 

Who did 

not follow their doctor 

's advice? 

19 

A. 

But did 

what they had to do for 

themselves 

20 

Q. 

Right. 

But they didn't do what 

their 

21 

doctor 

told them 

to do. The people who 

did what 

22 

their doctor told them to do, no participant had a 

23 

thoracotomy that 

found a nodule. 


24 

A. 

Correct. 
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Q. Are you here to tell this jury that the 
doctors at the West Virginia University Lung 
Comprehensive Project are any less competent to 
screen and follow up West Virginians with regards to 
nodules? Are you here to tell us our doctors aren't 
just as good? 

A. I think they probably are every bit as 
good, and their results will not be the same. 

Q. Now, the next part of this, please. That's 
July 10th, 1999; right? 

A. Yes. 

Q. Guidelines for diagnostic investigation. 

When noncalcified nodules were detected on 
low-dose CT, a standard dose, diagnostic CT 
scan of the chest with high-res solution 
imaging of the nodule or nodules was 
recommended for all nodules detected. 

Is that correct? 

A. Yes. 

Q. Five millimeters or less, what they did is 
the protocol recommended — so if it was this size, 
right, or less — 

A. Uh-huh. 

Q. That size or less. So that machine was 
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1 able to early detect noncalcified nodules that size 

2 or smaller; correct? 

3 A. Correct. 

4 Q. For those, what they recommended was 

5 follow-up by high-ressolution CT three months later, 

6 and, if there had been no growth, repeat high- 

7 ressolution CT six months later, then twelve months 

8 later and then 24 months later. 

9 If no growth was noted over two years, the 

10 nodule was classified as benign that. Person did 

11 not have a needle stuck in their chest if their 

12 nodule stayed the same; correct? 

13 A. Correct. 

14 Q. And that is, in fact, what you described to 

15 the ladies and gentlemen today, I believe that poor 

16 lady who has already had one cancer and she had to 

17 have surgery and now you found a second nodule, 

18 that's exactly what you are doing to try and 

19 reassure her that that second nodule is a benign 

20 one; correct? 

21 A. It's something that we are compelled to do 

22 once a nodule like that has been incidentally found 

23 on a CT scan. 

24 Q. Right. 
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1 A. Correct. 

2 Q. And you sure as heck, under the standard of 

3 care, would not recommend to that poor woman down in 

4 North Carolina that she go home and forget about 

5 having these repeat scans in order to make sure that 

6 thing isn't growing, would you? 

7 A. Not when it's been found. Once we found — 

8 once we found the nodule, we are obliged to follow 

9 it. 

10 Q. There we go. And the reason is, if it is 

11 small enough and it does start to grow, you might be 

12 able to get in there and make a difference? 

13 A. I'm not sure that's true. 

14 Q. All right. Next one? Here we go. If it 

15 were a six to ten millimeters in size, so now we are 

16 going to look at, here is six to ten; right? 

17 A. Yes. 

18 Q. Okay. So we are talking about this size 

19 now. What they would recommend is the protocol- 

20 recommended assessment on an individual basis of the 

21 possibility of undergoing a biopsy by percutaneous 

22 thoracic CT guided fine-needle aspiration or video 

23 assisted thoracic biopsy procedures; right? 

24 A. Well, it's — 
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1 Q. Are those two ways you do it at your 

2 institution, biopsies? 

3 A. The percutaneous transthoracic CT-guided 

4 fine needle aspiration is a radiology technique. 

5 The video-assisted thoracoscopic biopsy is surgery. 

6 Q. And the eleven millimeter or more in size, 

7 the protocol recommended biopsy according to the 

8 current standards of care by fine-needle aspiration, 

9 video assisted thoracoscopy or bronchoscopy or a 

10 combination of them; correct? 

11 A. That's correct. 

12 Q. And is the reason they did a little bit 

13 more aggressive here. Doctor, is because now we are 

14 starting to get a bigger tumor, and they are more 

15 concerned it may be cancerous and, if it is, it's 

16 now big enough that it may start to metastasize? I 

17 know you disagree with that, but that's what they 

18 are concerned about; correct? 

19 A. I can't read their minds, but I can tell 

20 you this. And I don't agree with that, you are 

21 right. But the other reason why they may not be 

22 doing other biopsies is it's very difficult to 

23 biposy nodules that are less than ten millimeters in 

24 diameter. It's extremely difficult to be accurate 
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1 and get those. 

2 It's much easier once they are eleven 

3 millimeters or more in size to stick a needle 

4 blindly using guidance by CT into those nodules. 

5 From the physical aspect of doing the biopsies, 

6 biopsying nodules that are five millimeters in 

7 diameter, under ten millimeters in diameter, are 

8 things that we don't routinely attempt. 

9 Q. Now, let's go to the next protocol, next 

10 page. Look at this. 

11 In the whole study population, malignant 

12 disease was detected four times more frequently 

13 on low-dose CT than on chest radiography. 

14 Correct? They made that finding, didn't they, 

15 that they were four times — on the whole 

16 population, they were four times more likely on 

17 low-dose CT to find malignant disease once they did 

18 the follow-ups than with the regular chest 

19 radiograph; correct? 

20 A. It's not a surprising figure because the CT 

21 is going to detect these nodules more. 

22 Q. Doc, please, is that what they found? 

23 A. It's what they found. It needs a bit of 

24 explanation. But that's okay, that's what they 


http://legacy.library.ucsf.®d)iiJ»fti^hfrlffip’aOW|a«sW.industrydocuments.ucsf.edu/docs/kjxl0001 



4329 


1 found. 

2 Q. Here is what's important they understand, 

3 though. This comparison is they actually shot 

4 x-rays of all of these people too? 

5 A. Yes. 

6 Q. Okay. So the x-rays they are talking about 

7 wasn't some poor group who, when they walked in the 

8 courtroom, they said you all go to the right, you 

9 all go to the left, and what happens to you all, we 

10 will see. 

11 These are the same human beings had chest 

12 x-rays and four times, four times better at 

13 detecting it with CT scan than with chest x-ray 

14 turned out to be malignancies, the nodules; correct? 

15 A. Just what it says there. 

16 Q. Next one, please. 

17 Overall, 23, 85 percent of the tumors 

18 detected on low-dose CT were Stage 1. Only 

19 four of these were detected on radiography. 

20 23, 85 percent of the tumors were found. 

21 She goes into it. She says, in the whole study 

22 population. Stage 1 tumors were detected six times 

23 more frequently on low-dose CT than on radiography. 

24 And on radiography means with the regular chest 
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1 x-ray; correct? 

2 A. That's what that radiography means. That, 

3 in that case, they detected six times more Stage 1 

4 tumors on the low-dose CT. They didn't change the 

5 percentage of tumors that they found in the higher 

6 stages. 

7 Q. Correct. Okay. Next one. 

8 Now, here is where we get to the protocols, the 

9 additional CT scans, the additional biopsies. In 

10 the United States at Cornell and wherever these 

11 other doctors are doing the work with her, no 

12 complications occurred as a consequence of any of 

13 the biopsy procedures, even for the small 

14 noncalcified nodules. 

15 The first question: The small noncalcified 

16 nodules are the ones you made a point about 60 

17 seconds ago to the jury that those are a lot tougher 

18 to biopsy than the bigger ones; correct? 

19 A. That's correct. 

20 Q. And they didn't have a single complication 

21 as a consequence of any of the biopsy procedures 

22 that they did in this study. Is that correct? 

23 A. That's what they say there. 

24 Q. And are you here to tell this jury that the 
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1 folks at the West Virginia University Medical Center 

2 Comprehensive Lung Cancer Program or any other 

3 physicians in our state are less competent and would 

4 not be able to do these tests equally as well? 

5 A. Yes. They will not do these biopsies and 

6 have no complications. 

7 Q. On a statistical basis. My question is: 

8 Are you saying our doctors are any less competent to 

9 do these tests? 

10 A. No. They are probably very, very 

11 competent. Their results will not look like that. 

12 Q. Fine needle biopsy — and you don't have a 

13 real world United States study to prove that, that 

14 shows there are those when you do these particular 

15 tests under this particular protocol? 

16 A. Under this protocol, doing that test in the 

17 United States, there is approximately a 25 percent 

18 incidence of pneumothorax and a 10 percent incidence 

19 of requiring a chest tube for treatment of that 

20 pneumothorax, which is a collapsed lung surrounded 

21 by air in the lining around the lung. 

22 Q. But not in this study. Miraculously they 

23 had none? 

24 A. That's correct. 
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Q. Fine need aspiration was used in 18 and 
video assisted thoracoscopy in nine. Correct? 

A. That's what it says. 

Q. No complications? 

A. That's what they say. 

Q. All right. Next one? 

Discussion. Our results confirm the 
expectation that, compared with chest 
radiography, low-dose CT greatly increases the 
likelihood of detection of small noncalcified 
nodules and thus of lung cancer at an earlier 
and more curable stage. 

One, you disagree with them that they detected 
it at a more curable stage; correct? 

A. They don't have any data to support that 
statement in the article. 

Q. And you disagree with them? 

A. And I disagree. 

Q. But you do agree, okay, that the detection 
of the noncalcified nodules certainly detected a lot 
of earlier stages of cancers; correct? 

A. It detected a lot of lung nodules as 
compared to chest radiography, which is what it says 
in that statement. 


http://legacy.library.ucsf.®d)iiJ»fti^hfrlffip’aOW|a«sW.industrydocuments.ucsf.edu/docs/kjxl0001 



4333 


1 Q. All right. Now, monitoring procedures 

2 exist that make the early detection of disease 

3 possible. You can't use that machine to diagnose a 

4 disease, can you? 

5 A. The CT scan? 

6 Q. Right. 

7 A. Detects nodules. 

8 Q. Right. 

9 A. Amongst other things. 

10 Q. And then you have to go forward with other 

11 tests to actually make the diagnosis? 

12 A. It's one part of the workup of that 

13 abnormality. 

14 Q. But what got the ball rolling, what made it 

15 possible, okay, was the fact that they did the 

16 low-dose spiral CT scan in the first place? 

17 A. It made the detection of that abnormality 

18 possible. 

19 Q. Now, that's what they say, okay, that they 

20 found? 

21 A. They say that, but there is no data to 

22 support that. In their article, if you try to find 

23 data to support what they said, you will not find it. 

24 Q. Well, some other folks agreed with them. 
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1 though. Let's look at the consensus statement and 

2 see whose it is. Would you go to the consensus 

3 statement. 

4 Here is the consensus statement of the Society 

5 of Thoracic Radiology, screening for lung cancer 

6 with helical computed tomography. Now, this Society 

7 of Thoracic Radiology, that would be one that you 

8 are a member of; correct? 

9 A. That's correct. 

10 Q. And a consensus statement means that a 

11 group of physicians who are board certified and 

12 recognized by this organization get together, fuss 

13 with each other over what the data does and does not 

14 show, and say as a group the consensus we are 

15 willing to all live with is as follows. Correct? 

16 A. That's a pretty good statement of it. 

17 Q. Yeah, when I say "fuss with," that's a 

18 polite way to say some people get pretty hot in 

19 those; people, cool, professorial types, they hang 

20 in there. 

21 But the point is they don't all walk in the 

22 room with the same view of the medical world; 

23 correct? 

24 A. Correct. 
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Q. Let's look at what the thoracic radiology 
society consensus statement is: 

Improvements in CT technology make lung 
screening feasible. 

Is that feasible and possible the same word? 

A. Possibly, yeah. 

Q. All right. 

A. Feasibly. 

Q. Improvements in CT technology make lung 
screening feasible, possible, possibly feasible and 
feasibly possible. Agree? 

A. Okay. 

Q. Early prevalence data indicate that about 
two-thirds of lung cancers that are detected by 
CT screening are at an early stage. Other data 
support the postulate that patients with lung 
cancers detected at this early stage have 
better rates of survival. 

And there is the word you don't like. But I 
read what they said correctly; right? 

A. You read what they stated correctly. 

Q. And the thoracic — the thoracic radiology 
society, they used the word "survival," not me. 

That's the word they picked for their consensus 
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1 statement, correct, doctor? 

2 A. They do state that there. The next 

3 sentence goes back to mortality. 

4 Q. All right. 

5 A. They are talking about survival and better 

6 rates of survival may be demonstrated. But as we 

7 stated earlier, that may not translate to an 

8 improvement of mortality. 

9 Q. And that's what you are telling the jury. 

10 You want to wait around and do all these studies 

11 until we can be sure we can demonstrate a reduction 

12 in mortality rather than just survival. That's what 

13 you want? 

14 A. Well, I'm not the only one. 

15 Q. I understand. But that's what you are here 

16 to testify to what you think as a physician and a 

17 board certified thoracic radiologist; right? 

18 A. I believe that's what they state too, the 

19 thoracic radiologist society consensus statement. 

20 Q. Let's go back to, I want to see who are the 

21 authors. Flip back to the page before, please. 

22 What did I do, Ms. Gina? Sorry. 

23 Now, the group that was chosen to make that 

24 statement included Dr. Henschke, didn't it? 
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A. It did. 

Q. It doesn't include you; correct? 

A. It doesn't include me. 

Q. But you are a thoracic radiologist who is a 
member of that society? 

A. That's correct. 

Q. And you have been voicing your views on 
this issue, as Mr. Furr showed us, for quite some 
time? 

A. That's correct. 

Q. But you weren't one of the people who was 
either invited or showed up in the room to fuss with 
everybody, were you? 

A. Our group was invited to participate in 
that, and we chose to take our name off of the 
statement because we disagreed with some of the 
statement. 

Q. All right. So you actually wouldn't even 
agree with your colleagues when they came up with 
their consensus view and had your name removed. Is 
that correct? 

A. There were some issues with it, yes. 

Q. Now, let's go to the next paragraph, if we 
can, now. Thank you. 
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1 The first results prevalence data from 

2 these studies has shown that helical CT is more 

3 sensitive than chest radiographs for detecting 

4 small nodules that may be lung cancers. 

5 Certainly you would agree with that statement? 

6 A. That's a statement that's been known for 

7 two decades, yes. 

8 Q. Now, back to the Henschke study that we 

9 were reviewing a moment ago, please? 


10 

A. 

Can we 

look further in 

that particular 

11 

study. 

in the 

consensus statement? 

12 

Q. 

I have 

got a lot to get 

through. I'm 

13 

trying 

to get 

you home. If Mr. 

Furr wants to do 

14 

that, 

he has every right to. 


15 

MR 

. SEGAL: 

If that's okay 

with Your Honor? 

16 

THE COURT: 

That's fine. 


17 

BY MR. 

SEGAL: 



18 

Q. 

Okay. 

We have not yet 

followed up all our 

19 

participants with malignant 

disease to 

20 

determine 

cure. 


21 

That's the 

reason is because this is the first 

22 

1999, 

publication; right? 


23 

A. 

That' s 

correct. 


24 

Q. 

Okay. 

You have got to 

wait a little while 


http://legacy.library.ucsf.®d)iiJ»fti^hfrlffip’aOW|a«sW.industrydocuments.ucsf.edu/docs/kjxl0001 



4339 


1 before you can do the part where you follow up; 

2 right? 

3 A. Correct. 

4 Q. Now, we estimated five-year survival of 60 

5 percent for these baseline cases from the 

6 stage-specific five-year survival data of 

7 Mountain. This estimate is conservative, 

8 because it does not take into account the much 

9 smaller sizes of the Stage 1A tumors in our 

10 study or the much higher five-year survival of 

11 85 to 100 percent reported for such small 

12 tumors, and they give two cites. If we take 90 

13 percent as the five-year survival for Stage 1A 

14 tumors, our overall estimate increases to 80 

15 percent. 

16 So, unlike what you testified to this morning, 

17 they are predicting that you are wrong and that they 

18 are right. And I understand you disagree with it, 

19 but the point is this, is what these scientists are 

20 predicting in the 1999 Henschke with regards to the 

21 survival data; correct? 

22 A. That's what they state, but their numbers 

23 are wrong. 

24 Q. Okay. Next one, please. 
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A. If you were to look at the percentage of 
patients that had Stage 1A in their series, multiply 
it by the 90 percent five-year survival, even taking 
that number as a possible number, it doesn't come up 
to 80 percent. 

Q. You disagree with them? 

A. Yes. 

Q. I pointed that out in my question, didn't 
I? 

A. Sorry. 

Q. Before the start of the study, we were 
concerned that an excessive number of biopsies would 
be done as a consequence of finding many small 
noncalcified nodules on CT. That's the concern you 
voiced here today that you still have, correct. 
Doctor? 

A. Correct. 

Q. To limit the number of biopsies, the ELCAP 
provided recommendations for management of the 
nodules. And we went through those a minute ago. 

In the smaller nodules, documented growth was 
recommended as a prerequisite for biopsy based on a 
comparison of follow-up high-res solution CT with 
baseline high-res solution CT. What they are saying 
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1 there is before we are going to stick a needle in 

2 anybody on the smaller nodules, we want to see some 

3 growth on a follow-up study, a radiological study; 

4 correct? 

5 A. Correct. And they have about half of those 

6 as their biopsies. 

7 Q. And just so it's clear to those folks, when 

8 you do the follow-up, you can take that machine, the 

9 follow-up machine, the one you talked about earlier, 

10 and zoom right in on the area you are looking for. 

11 You don't have to go cutting their whole lung apart 

12 again in order to get the imaging that you need of 

13 the actual tumor; correct? 

14 A. That's incorrect. 

15 Q. Well, you told them earlier this morning 

16 that, when you do the follow-up study, you can look 

17 right at the area where the tumor is, didn't you? 

18 A. I did. But you have to find it first. You 

19 can't identify where those nodules are until you do 

20 the standard exam, see where those nodules are, then 

21 go back and rescan them again with the high- 

22 resolution technique. 

23 Q. Got you. But once you know where it is and 

24 do that, you can go image it in three months and six 
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1 months and all and know the general localized area 

2 where the tumor is. The tumors don't go walking 

3 around your lungs, do they. Dr. Goodman? 

4 A. They don't. And you could, you could do 

5 that, except people take different breaths and that 

6 changes the position where the nodule is and also 

7 the indications are that they are doing standard CTs 

8 because they are also getting the results of 

9 increased number of nodules in their follow-up 

10 studies. 

11 And you couldn't see new nodules — I'm quoting 

12 now from the ELCAP 2 paper — that you can't get an 

13 increased number of nodules unless you do a complete 

14 standard CT scan. 

15 If you were able to zoom in on the nodules you 

16 already knew existed, then you would never discover 

17 new nodules. 

18 Q. Okay. 

19 A. So they must be doing standard CTs followed 

20 by high-res CTs of the specific nodules, which is 

21 the way that high-resolution CT scanning of nodules 

22 is done traditionally. 

23 MR. SEGAL: Okay. Can you 10001.13 and go to 

24 the page where they graphically demonstrate, if you 
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1 would please, what they are looking for in the 

2 growth. Yes, thank you. 

3 BY MR. SEGAL: 

4 Q. Just so these folks understand, one of the 

5 beauties of that follow-up is — and I understand 

6 this is just a representation — 

7 MR. FURR: Excuse me. Could I have a copy of 

8 this? 

9 MR. SEGAL: Sure, I apologize. 

10 MR. GRUENLOH: Here you are. 

11 MR. FURR: Thank you. 

12 BY MR. SEGAL: 

13 Q. You can actually through the machines that 

14 you all use, it's not pure three dimensional, but 

15 you can actually look at these tumors over a period 

16 of time and see what they are doing from all 

17 directions, can't you? 

18 A. We don't traditionally do that. They do, 

19 up at Cornell, do that sort of volume rendering. We 

20 don't traditionally do that. 

21 Q. Okay. But Cornell, they do, and they are 

22 the ones that got the no — well, we won't fuss 

23 about that anymore. 

24 Let's just get finished to this article and get 
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to the next one. If we could go back to that 
article, Ms. Gina, so we could get through it? 

Okay. In smaller nodules, documented growth — 
we already read that. 

Only one biopsy of a benign noncalcified 
nodule, eighteen millimeters in size, was done. 

No participant had lobectomy for a benign 
noncalcified nodule. 

What that means is nobody had part of their 
lung taken out and then they found out, oops, it's 
not cancerous. That didn't happen, did it? 

A. It did not. 

Q. Thus our recommendations intended to 
prevent overuse of invasive procedures and 
their attendant morbidity were successful. 

Another concern raised by earlier results 
on lung cancer screening was the risk of 
overdiagnosis; i.e., the detection of tumors 
the growth of which is so slow that death is 
caused by diseases other than lung cancer. 
That's what you talked about this morning as 
one of the causes of — one of the effects of 
overdiagnosis is that the tumor is going to grow so 
slow you die of old age or get hit by a truck or 
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1 diabetes or something else, and that's what one of 

2 the overdiagnosis components you were speaking of 

3 this morning; correct? 

4 A. That creates the overdiagnosis. 

5 Q. And they were concerned about that too; 

6 right? They didn't ignore it. You may not agree 

7 with what they found, but they weren't putting 

8 blinders on, saying we don't want to address 

9 Goodman's concern and his colleagues; they talk 

10 about it, don't they? 

11 A. Correct. 

12 Q. They say, convincing evidence against 

13 overdiagnosis of lung cancer by chest 

14 radiography came from two previous studies. 

15 Additional evidence against overdiagnosis on CT 

16 comes from our measurement not only of growth, 

17 per se, but also the rate of growth in the 

18 smaller tumors by careful high-resolution CT 

19 measurements. 

20 The projected doubling times — 

21 Just so the jury understands, doubling times is 

22 something that you physicians who are interested in 

23 cancer, when you talk about tumor growth, you talk 

24 about it in one sense using the word doubling 
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1 times. In other words, how quickly the cells are 

2 doubling in the tumor; correct? 

3 A. How quickly the volume of the tumor 

4 doubles. 

5 Q. And in fact, this morning, I think you 

6 pointed out to the jury that, on one of your little 

7 dots, you would have a hundred million cells and, 

8 about the time you got to this size dot, you had a 

9 billion cells. That's based on doubling? 

10 A. That's growth. 

11 Q. The projected doubling times of the smaller 

12 tumors were all within the known range for 

13 malignant tumors of the lung. We therefore 

14 believe we can presume that all the resected 

15 nodules, if left unresected, would have become 

16 symptomatic and lethal within the expected 

17 lifetimes of the participants. 

18 That's what they said; right? 

19 A. That's what they said. 

20 Q. So what they are saying is that, based upon 

21 looking at the growth — I know you disagree with 

22 it. But what they are saying, based on looking at 

23 the growth in the tumors, it would have killed these 

24 people had they lived to their natural life 


http://legacy.library.ucsf.®d)iiJ»fti^hfrlffip’aOW|a«sW.industrydocuments.ucsf.edu/docs/kjxl0001 



4347 


1 expectancy. That's what they are concluding, 

2 correct. Dr. Goodman? 

3 A. That's what they are concluding. They 

4 don't have data for it, and I disagree. 

5 Q. Okay. And is that — that's the end of 

6 that one; right? Thank you. 

7 Okay. We have covered that one; this one, this 

8 one. We got that one done. 

9 Okay. Now, I want to look, since we have 

10 talked about Dr. Henschke, the most recent article, 

11 because I don't know what that one is Mr. Furr says 

12 I didn't show the jury. I thought we have shown 

13 them all to him but, if I missed one, but the one in 

14 Oncologist 2001 is the most recent one, isn't it? 

15 A. No. It's not. 

16 Q. Okay. 

17 MR. SEGAL: May I approach. Your Honor? 

18 THE COURT: Sure. 

19 MR. SEGAL: Thanks. 

20 BY MR. SEGAL: 

21 Q. Now, Early Lung Cancer Action Project: A 

22 Summary of the Findings on Baseline Screening. Once 

23 again, we have got Dr. Henschke, McCauley, 

24 Yankelevitz, Naidich — anyway, it goes all the way 
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down to Dr. Smith. The same group of people, one or 
two may have fallen out. But it's generally the 
same group of researchers and it's the same 
research; right? 

A. That's correct, it's the same research. 

Q. And the date, please? And this was 
published in the Oncologist 2001; right? 

A. Yes. 

Q. This year? 

A. Yes. 

Q. The Oncologist is a journal which is read 
primarily by people or doctors who treat individuals 
who are suffering from cancer, who have to diagnose 
individuals with cancer. That's what The Oncologist 
journal is mainly interested in; correct? 

A. I don't know the journal. 

Q. All right. Let's go to the: — Our review 
of the previous studies of lung cancer 
screening led us to the conclusion that 
resection of screen-detected early-stage lung 
cancer commonly is curative, and that this has 
already been demonstrated beyond question. 

That's what they say; correct? 

A. That's what they say. 
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1 Q. And they cite three studies in this paper 

2 which they say support their conclusion that 

3 resection of screen-detected early-stage lung cancer 

4 is commonly curative, and that this has already been 

5 demonstrated beyond question. Correct? 

6 A. That's what they state. 

7 Q. All right. And they cite three studies to 

8 support it? 

9 A. I know those studies. They don't support 

10 that statement. 

11 Q. All right. Next one, please. 

12 In smaller nodules, documented growth was 

13 recommended as a prerequisite for biopsy, based 

14 on follow-up HRCT — 

15 That's high-resolution CT scanning? 

16 A. That's correct. 

17 Q — when compared with baseline high- 

18 resolution CT scanning. Additionally given 

19 the, concern about overdiagnosis, that is, the 

20 detection of malignancies whose growth is so 

21 slow that death is caused by diseases other 

22 than lung cancer, we determined growth, per se, 

23 as well as the rate of growth in the smaller 

24 malignancies using careful HRCT measurements. 
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1 The growth rate of the smaller malignancies was 

2 all within the known range of malignant tumors 

3 of the lung. 

4 They published that as recently as 2001 in The 

5 Oncologist; correct? 

6 A. This is exactly what was stated in the 

7 prior statement. 

8 Q. And published as recently as 2001 in The 

9 Oncologist; correct? 

10 A. Yeah. The Oncologist is a summary of the 

11 baseline screening study which we have already 

12 looked at. 

13 Q. Next conclusion, please. We have already 

14 talked about how they carefully assessed growth. 

15 Next one, please? Show them a picture. Next. 

16 As these results and inferences mainly 

17 pertain to very small lesions, the question of 

18 overestimation on the grounds of potential 

19 overdiagnosis is prone to arise. In an effort 

20 to avoid the problem, we naturally have been 

21 very careful with pathologic, cytologic and 

22 histologic criteria for rule-in diagnosis of 

23 malignancy. But beyond this, we had interim 

24 growth in all cases, and this was supplemented 
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1 by documentation of further growth before 

2 biopsy. As that's again what we were talking 

3 about. T 

4 Hey made sure it was growing; right? 

5 A. Let me just state that is a misstatement of 

6 what they did. They say. We have interim growth in 

7 all cases, and this was supplemented by 

8 documentation of further growth before biopsy. That 

9 is not true. 

10 That's not what happened in Henschke 1. This 

11 is the sort of thing where they get misstatements 

12 even quoting their own data. If you look at their 

13 first paper, you will find that they biopsied based 

14 on size, over two centimeters, and they also 

15 biopsied based on shape and appearance of the margin 

16 of nodules. 

17 They only biopsied in growth in 14 of the cases 

18 of the 27 that were biopsied. So they did not do 

19 what they state they did there. 

20 Q. Okay. And here is something that they did 

21 do, though, that they haven't reported earlier 

22 that's pretty important. Look at this: As it 

23 turned out, all the cytologic diagnoses of 

24 malignancy, rule-in, were confirmed by the 
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1 histologic specimens from surgery, and, further, all 

2 of the calculated rates of growth were in accord 

3 with those of definite cancers of the lung. 

4 Okay. Now — 

5 A. Yes. 

6 Q. So that the jury understands, the cytologic 

7 is when you take the cells out with the needle or 

8 all the other stuff you and I describe; correct? 

9 A. When you take it out with the needle. 

10 Q. Okay. But the histologic specimens from 

11 surgery, so that these folks understand what they 

12 did to confirm their diagnosis and their growth 

13 rates, the surgeon takes out the tumor, he sends it 

14 down to a pathologist, who then cuts entire slides 

15 of that tumor and puts them on a piece of glass. 

16 They may or may not do stains on certain types, 

17 depending on the particular lab, and they look at it 

18 under a microscope. Correct? 

19 A. Yeah. But that has nothing to do with 

20 tumor growth, the calculated rates of growth. 

21 Q. They did find that every single malignancy 

22 they they thought was a malignancy based on 

23 cytology, when they took them to surgery and cut the 

24 thing out, was indeed a malignancy when you look at 
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1 it under a microscope? 

2 A. It would have to be. 

3 Q. Okay. Next one. 

4 We have read this. No subject had a lobectomy, 

5 and so their way to prevent overuse was good. 

6 We have read that. Let's move on or is that 

7 the end of that one? That's the end of that one, 

8 good. 

9 Now, you talked a little bit about screening. 

10 I'm sorry, randomized controlled studies. 

11 A. Yes. 

12 Q. I want to talk to you about that for just a 

13 little while. Would you agree with me that you have 

14 testified, the gold standard for any screening 

15 program is mortality data? 

16 A. The gold standard for screening programs 

17 would be a randomized controlled trial looking at 

18 mortality as the end point. 

19 Q. Okay. But you also would agree with me, 

20 would you not, that several of the organizations 

21 which you mentioned earlier to this jury recognize 

22 that, before instituting screening, gold standard 

23 data isn't always available, is it. Dr. Goodman? 

24 A. Before instituting screening as — how? 
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1 Q. Before it's recommended, gold standard data 

2 is not always available to the organizations that 

3 you cited to this jury? When Mr. Furr asked you 

4 isn't it true nobody is recommending this right now, 

5 you said that's right? 

6 A. That's correct. 

7 Q. Okay. What I want to know is: Isn't it 

8 true, those same organizations, some of them, will 

9 institute screening programs before gold standard 

10 data is available? 

11 A. Well, I think they would hope to start 

12 screening programs as part of randomized controlled 

13 trials looking at mortality data. 

14 Q. But they also, while they are doing that — 

15 well, let's strike that question. Let's go right to 

16 the heart of one you ought to know about. 

17 You told these folks earlier today that there 

18 were four studies in the late '60s, '70s and '80s 

19 dealing with chest x-rays and some sputum cytology 

20 at Johns Hopkins, Mayo Clinic, Czechoslovakia and 

21 the Sloan-Kettering Center in New York; correct? 

22 A. Yes. 

23 Q. And you mentioned today the national 

24 cancer — the American Cancer Society and their 
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1 recommendations; correct? 

2 A. Yes. 

3 Q. During the period of time — strike that. 

4 Just so we don't have a fuss, you will agree with me 

5 that ultimately, based upon those studies, the 

6 American Cancer Society decided not to recommend 

7 chest x-rays and sputum cytology as a screen for 

8 people who smoke cigarettes. That was what came at 

9 the end of those studies; right? 

10 A. Correct, I think they recognized a mistake. 

11 Q. Right. But, now here is the key part I 

12 want you to explain to these folks. While they were 

13 doing those studies, the American Cancer Society 

14 recommended that people have chest x-rays and suptum 

15 cytology while they collected the data; correct? 

16 A. As far as I remember, and I don't remember 

17 distinctly, I would think that may be correct; that 

18 the recommendation that had been put in force to 

19 screen for lung cancer with chest films may still 

20 have been in force while these studies came 

21 through. But I'm not 100 percent sure. 

22 Q. Okay. But your best recollection is that, 

23 while the studies were going on to collect the 

24 mortality data, the American Cancer Society, as best 
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1 you recall, was recommending that individuals who 

2 smoke cigarettes be screened with chest x-rays and 

3 sputum cytology until they got the data and could 

4 update their recommendation? 

5 A. Honestly, I don't remember what they might 

6 have recommended. I'm assuming, had they had a 

7 recommendation in force, they may not have removed 

8 it, but I don't know. 

9 Q. Okay. Let's look at 97135 and talk about 

10 some of the things that have happened with the 

11 American Cancer Society's Guidelines for the Early 

12 Detection of Cancer, and let's start in 2000, look a 

13 couple of things they were doing, and then we will 

14 come up to this year, what they are doing this 

15 year. Agreed? 

16 A. Okay. 

17 Q. I mean, I don't want you to think I am 

18 going to show you 2000 and then hide behind 2001. 

19 We will get to 2001. Let's go to 2000. This is the 

20 American Cancer Society Guidelines for the Early 

21 Detection of Cancer. This issue of Ca in August, 

22 rates, a yearly report of the American Cancer 

23 Society Guidelines for Early Detection of Cancer in 

24 Asymptomatic Individuals. 
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That means that's somebody who ain't come to 
their doctor and said I hurt, I'm short of breath, 
I'm coughing up blood. They haven't made any 
complaints. That's what asymptomatic means; right? 
A. Correct. 

Q. Okay. ACS, the American Cancer Society, 
had four primary concerns regarding the use of early 
cancer detection tests. First, there should be good 
evidence of test efficacy; second, the medical 
benefits must outweigh the risks. That's what they 
are looking at; right? 

A. That's what they said there. 

Q. All right. Next — no, that's fine, jump. 

Go to — thank you. 

And the test must be practical and feasible. 

A. Okay. 

Q. Possibly feasible, feasibly possible; 
right? 

A. I will go with that. 

Q. It should be emphasized that there are few 
instances where gold standard data are 
available to provide a clear and unambiguous, 
let alone unassailable, basis for public health 
policy. Thus different organizations may 
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1 evaluate the same data and reach different 

2 conclusions. 

3 That's the American Cancer Society talking; 

4 correct? 

5 A. That's one of their statements. 

6 Q. Okay. Let's look at cervical cancer. 

7 While there has never been a randomized trial — 

8 that's the one you and Mr. Furr talked about and you 

9 said a moment ago you were recommending. 

10 While there has never been a randomized 

11 trial of the efficacy of screening for cancer 

12 of the cervix, cytologic screening was an 

13 accepted part of medical care by both women and 

14 providers before the randomized trial with a 

15 morality end point has become the standard 

16 evaluation methodology? 

17 A. Right. That's what they said about 

18 cervical cancer. Different from lung. 

19 Q. Different from lung. But what they are 

20 saying is we haven't got the stuff you've been 

21 talking about, but, for a long time, we have been 

22 doing because it may, it may lead to the early 

23 detection of the cancer? 

24 A. It has to do with whether the potential 
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benefits will outweigh the risks. 

Q. Okay. Let's go to the next one. Now we 
will talk about prostate cancer. Now, you don't 
know how they diagnose this, but look at what they 
are saying about it. 

The principal draw back of the test is 
its imperfect specificity owing to the fact 
that common conditions, such as benign 
prostatic hyperplasia and prostatitis can cause 
borderline or even markedly abnormal test 
results. 

At the other extreme, the high 
sensitivity of the test can result in 
overdiagnosis, the chance that small, indolent 
tumors, which might require no treatment and 
which may never have surfaced clinically, would 
be gathered in the same net as aggressive, 
potentially life-threatening cancers. 

That's the same kind of overdiagnosis problem 
you have been talking about in lung cancer; right? 
A. That's correct, yes. 

Q. No randomized controlled trials of 
PSA-based prostate cancer screening had been 
performed before it became a widespread 
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1 practice. The observed increase in detection 

2 and the stage shift at diagnosis, without 

3 eventual impact on mortality, would be evidence 

4 that prostate cancer screening was actually 

5 ineffective. 

6 In other words, if you got the results that you 

7 are projecting in lung cancer; that that would mean 

8 it's not effective. That's what they are saying; 

9 right? 

10 A. No. They are saying, if you don't have an 

11 impact on mortality, that would be evidence that it 

12 was ineffective screening. 

13 Q. Okay. 

14 A. And that would be true. 

15 Q. And you would say the same thing for lung 

16 cancer. If you can't prove that the mortality goes 

17 down, don't tell me about your screening? 

18 A. That's exactly what they are saying there. 

19 Q. Okay. Let's go to the next one. Here is 

20 their recommendation, 2000. And the most recent 

21 guideline is that both the PSA blood test and DRE be 

22 offered annually beginning at age 50 to men who have 

23 at least a ten-year life expectancy as well as to 

24 younger men who are at high risk. 
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1 So they recommended it anyway, didn't they, 

2 Doctor? 

3 A. That's what they did. 

4 Q. Okay. Next one, please. Colonoscopy. 

5 Without reading all this stuff, that's another way 

6 to early detect; right? 

7 A. It's a way to look for lesions in the 

8 colon. 

9 Q. Okay. Next one? They recommend it even 

10 though they don't have — they didn't have mortality 

11 data when they started; correct? 

12 A. I don't know. That's not my field. 

13 Q. In spite of limitations on existing data, 

14 it is generally accepted that lung cancer 

15 screening is not effective; whereas, it would 

16 be more appropriate to regard the current 

17 evidence-based situation as one in which there 

18 are insufficient data to recommend for or 

19 against lung cancer screening. 

20 Do you see that? 

21 A. I do. 

22 Q. They haven't set their foot down and said 

23 don't do it, have they? 

24 A. Nor have I. 
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1 Q. Next one, please. That's the end of that 

2 document; right? Now let's go go to 2001 and see 

3 where they are at in 2001. 

4 Here is the same group, it's the American 

5 Cancer Society Guidelines for Early Detection of 

6 Cancer, Update of Early Detection Guidelines for 

7 Prostate, Colorectal and Endometrial Cancers and 

8 Update 2001 Testing for Early Lung Cancer 

9 Detection. 

10 MR. SEGAL: I'm sorry. Before I ask you this, 

11 Doctor, Your Honor, may Mr. Furr and I approach a 

12 moment? 

13 THE COURT: All right. 

14 (At sidebar:) 

15 MR. SEGAL: I went through this pretty 

16 carefully. I had the use of the word "insurance." 

17 Now, under 411, the insurance that's inadmissible is 

18 liability insure, but we have got the ruling in this 

19 case that, yeah, but cost really shouldn't be a 

20 factor. 

21 So I'm going through, and I think I have got it 

22 out every place I'm going to read, but what I wanted 

23 to show you. Judge, because I don't know how to 

24 delete it from this and make any sense of it, where 
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1 they get the lung cancer. 

2 MR. FURR: I think it's the same problem. 

3 There should be nothing put in front of this jury 

4 with respect to the status of third-party payers 

5 providing for these services. That's highly 

6 prejudicial. 

7 MR. SEGAL: My only point was, even if you 

8 don't have it, the Doctor ought to do it. 

9 MR. FURR: It puts the issue in front of the 

10 jury. 

11 THE COURT: Well, it's somewhat obtuse. I 

12 mean, it doesn't come right out and say it. I mean, 

13 you have to understand the whole concept of third- 

14 party providers and gatekeepers and all of that 

15 business. 

16 MR. FURR: But one of the jurors works in the 

17 insurance industry. I don't think she will have 

18 trouble understanding that. It seems to me they can 

19 get what they want just by leaving out the first 

20 sentence out. 

21 THE COURT: Well, that's true. Well, not 

22 necessarily the first sentence. Then you have the 

23 second sentence, you see, it makes reference to the 

24 same thing as far as a primary care provider. 
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1 MR. FURR: Yes, it does. 

2 THE COURT: Do you need this? 

3 MR. SEGAL: Well, it's pretty important, I 

4 think, that they are recommending it. 

5 MR. FURR: They are not recommending it. 

6 THE COURT: In the absence of referral — is 

7 this the only place where this is — where they come 

8 out and — in essence, and are recommending it? 

9 MR. SEGAL: Well, I don't want to say that 

10 because there are really two paragraphs. Take a 

11 look at what happens over here to put it in context. 

12 MR. FURR: They are not recommending it. Your 

13 Honor. It's, if someone is seeking, what they 

14 should tell them. 

15 THE COURT: I'm not so sure — 

16 MR. FURR: Look at the first sentence here. 

17 How can you say they are recommending it? 

18 THE COURT: Well — 

19 MR. FURR: It says they are not. 

20 THE COURT: But I think you can get the context 

21 of what you are trying to suggest here without that 

22 paragraph. 

23 MR. SEGAL: Then I will delete it. 

24 MR. FURR: Let me tell you what the problem is. 
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1 Your Honor. If you read this a little bit closer, 

2 what you see is they see us as recommending — it's 

3 still not recommending it for mass screening, but 

4 then they provide recommendations about individuals 

5 who might be seeking it. 

6 It's a highly individual issue. It's not 

7 relevant to this case at all. It's totally off the 

8 mark. That's I think what this paragraph says. 

9 MR. SEGAL: But the problem is they have left 

10 the impression that they are against it, and they 

11 are not against it. 

12 THE COURT: Well, Scott, what they are 

13 basically saying here is it is really up to the 

14 individual. It's almost in regard to this case 

15 suggesting that maybe, which is something we have 

16 been arguing about here, there are certain people 

17 who will opt out of the class that don't want to do 

18 this. It has all kind of implications in terms of 

19 giving — 

20 MR. SEGAL: See, that's the problem. The 

21 implication they have left is you are going to order 

22 the deputy to drive Ms. Glass downtown and have this 

23 done to her without regard to the risk inherent in 

24 it. And I can't ask that question because it's an 
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1 individual question. 

2 THE COURT: Of course it's an individual 

3 question. 

4 MR. FURR: And we have never said such thing. 

5 MR. SEGAL: It's the impression that was left 

6 that all these people — 

7 THE COURT: Well, maybe you are more sensitive 

8 to it than I am. I did not get that impression. 

9 But I mean, you hear things with a different ear 

10 than I do. 

11 You see, what you are trying to basically do is 

12 to point out that the American Cancer Society has 

13 moderated, in essence, its position. 

14 MR. SEGAL: Based upon the currently available 

15 evidence. 

16 THE COURT: When the American Cancer Society 

17 withdrew its previous recommendation in '80, it was 

18 not intended to discourage. It's kind of a soft 

19 peddling of it. All right. I'm going to permit you 

20 to use this on Page 21. However, what is this? Is 

21 this — 

22 MR. SEGAL: The 2001 statement. 

23 THE COURT: Is it an exhibit, what is the 

24 document? 
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1 MR. SEGAL: It's just a demonstrative aid. 

2 not going to move it into evidence. 

3 THE COURT: And — 

4 MR. FURR: I don't mind him using it. I can't 

5 believe he wants to, but I don't mind him using it. 

6 THE COURT: But I don't want this used. 

7 MR. SEGAL: Got it. I will have it taken out. 

8 THE COURT: Okay. Now, any objection? 

9 MR. FURR: No, sir. 

10 THE COURT: Okay. 

11 (In open court:) 

12 THE COURT: If you want to come on up here. 

13 You are the only one that seems to know what you are 

14 doing, Gina. 

15 MR. SEGAL: Do I turn this on/off? 

16 Thanks, Ms. Gina. See it wasn't just as easy 

17 as hitting on it. 

18 THE COURT: I understand. 

19 BY MR. SEGAL: 

20 Q. Okay. Here we are in 2001, the American 

21 Cancer Society. Let's go see where we are with 

22 prostate cancer now and the recommendation. 

23 Prostate cancer, the society met. And go 

24 ahead down to guidelines. In 1992, the ACS 
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1 issued a guideline for average risk men 

2 recommending annual screening for prostate 

3 cancer with digit rectal exam and a serum PSA 

4 measurement beginning at age 50. 

5 Recent data. International data were 

6 presented that are consistent with an 

7 association between prostate cancer testing and 

8 reduced prostate cancer mortality. Although 

9 randomized trial data confirming a reduction in 

10 mortality as a result of testing are not yet 

11 available, the consensus of the workshop 

12 participants was that the evidence indicating a 

13 benefit from testing is significantly stronger 

14 today than it was in 1997. 

15 So what's happening here is, if I'm right. Doc, 

16 is they have been recommending it since '92, they 

17 still haven't got the final answer — I'm not 

18 walking on any wires, I promise you — what's 

19 happening here is they didn't get — they didn't 

20 have the answers in '92, they didn't have the 

21 answers in '97, they still don't have the answers in 

22 2001, but they are getting closer and closer and 

23 closer, and they are still recommending the test; 

24 correct? 
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1 A. I haven't read that article, but based on 

2 what you have highlighted there, that's what it 

3 looks like. 

4 Q. Okay. And since we keep having the 

5 flashouts, I will quit using that, but the point is 

6 that, as far as today, the American Cancer Society, 

7 okay, they do not, do not, say don't give people a 

8 low-dose spiral CT scan for the investigation of 

9 nodules and follow-up studies for lung cancer. They 

10 don't say that, do they? 

11 A. I'm not sure that's true. I would have to 

12 see their recent article. I remember reading it 

13 recently. They are recommending that you do not 

14 screen with low-dose spiral CT scanning and that you 

15 enter into randomized controlled trials for 

16 mortality end point to make sure that it's a valid 

17 test. That's my recollection of what I have seen 

18 from the ACS. 

19 Q. All right. Well, we will — we are having 

20 technical difficulties. We will deal with it 

21 later. 

22 Let me — by the way, all the folks that you 

23 were going to pass away, let's just restrict our 

24 questions to West Virginia, you said that a hundred 
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1 and some odd thousand people were going to have this 

2 occur to them; right? Now, here is my question? 

3 A. I'm sorry, have what occur to them? 

4 Q. That they were going to get — that the 

5 class size meant that this many people were going to 

6 need follow-up studies. Do you recall that? 

7 A. That they were going to have nodules 

8 detected at low-dose spiral CT that would require 

9 follow-up. Yes. 

10 Q. Right. Now, my question is this. To give 

11 the jury some understanding of that statement, did 

12 you also look at the age and data concerning the 

13 class when they would get the screening and how many 

14 per year based upon the statistical data and the 

15 epidemiological data would actually be done? 

16 A. I'm not sure I'm clear on the question, 

17 but, with the class of 250,000 in the State of West 

18 Virginia, where histoplasmosis may be a common 

19 abnormality, regardless of age, you will have 

20 nodules in your lung for the rest of your life that 

21 represent histoplasmosis. 


22 

Q. 

By the 

way, 

you 

said you were a 

B reader? 

23 

A. 

Yes . 





24 

Q. 

Do you 

know 

Dr. 

Gaziano who was 

here, who 
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1 you mentioned was also here, is also a B reader? 

2 A. No. 

3 Q. Do you know Dr. Gaziano who has read tens 

4 of thousands of cases — 

5 MR. FURR: Objection. He testified he doesn't 

6 know Mr. Gaziano, and now Mr. Segal is testifying. 

7 MR. SEGAL: I'm referring to his testimony, 

8 which was done earlier. 

9 THE COURT: I'm going to overrule the 

10 objection. Try not to testify — if you want to set 

11 this up as a predicate that this witness does not 

12 know Dr. Gaziano, if you want to set up a background 

13 to him briefly and then pose a question, I will 

14 permit that. 

15 MR. SEGAL: I will. Your Honor. 

16 BY MR. SEGAL: 

17 Q. I would like you to assume hypothetically 

18 Dr. Gaziano was here, and under oath he told the 

19 jury that he's a certified B reader, that he's been 

20 recertified a number of times as a B reader. 

21 I also want you to assume he explained to the 

22 jury the test you have to go through to be a B 

23 reader. I also want you to assume that, as a B 

24 reader, he's read literally tens of thousands of 
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1 chest x-rays, not only for people exposed to 

2 asbestos in West Virginia in the Ohio River Valley, 

3 but for the government as well. And I would like 

4 you to assume that he told this jury that, based 

5 upon all those readings and his findings of 

6 histoplasmosis, not one single patient to his 

7 knowledge, not one single person whom he read having 

8 a histoplasmotic nodule ever had a biopsy as a 

9 result of that reading. 

10 Is that inconsistent with your experience as a 

11 B reader? 

12 A. As my — the experience as a B reader 

13 refers to occupational disease, not to 

14 histoplasmosis. Is Dr. Gaziano a thoracic 

15 radiologist? I'm not sure. 

16 Q. No, he's not. He's a pullmonoligist. Let 

17 me ask you this. Are you not duty bound as a B 

18 reader, if you see evidence of a histoplasmotic 

19 nodule on a chest x-ray, or evidence that you 

20 suspect to be a lung cancer on a chest x-ray, or 

21 tuberculosis on a chest x-ray or a whole bunch of 

22 other things that there are little boxes for at the 

23 bottom of that form, are you not responsible as a B 

24 reader to check that box and note that you suspect 
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1 that condition as well? 

2 A. If you see other abnormalities, you should 

3 write those things down. 

4 Q. And histoplasmosis would be one of them; 

5 correct? 

6 A. It may be, yes. 

7 Q. And you certainly wouldn't be surprised 

8 that Dr. Gaziano, who has reviewed those for 

9 pipefitters and people who have grown up in this 

10 area, that he saw a lot of histoplasmotic nodules on 

11 those chest x-rays? That wouldn't surprise you at 

12 all if I asked you to assume that as true? 

13 A. It wouldn't surprise me. What I would be 

14 interested in knowing is how many of them were 

15 calcified. 

16 Q. Now. If you assume as true that never in 

17 his experience had anyone where he indicated they 

18 had a histoplasmotic nodule wound up having a biopsy 

19 because of that, my question is: If you assume that 

20 as true, is that inconsistent with your experience 

21 as a B reader? 

22 A. Yeah, that would be inconsistent because, 

23 if you are checking off that it's a histoplasmosis, 

24 you are probably seeing calcification within the 
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1 nodule, in which case you have some suspicion that 

2 that's what it is. 

3 If it's not a calcified nodule and you see it 

4 on a chest film and it turns out to be 

5 histoplasmosis, there is no way you know by looking 

6 at the picture of that noncalcified nodule that it 

7 is histo or that it is something else. 

8 Q. Okay. So you have people who you check B 

9 reading forms for who have to go out and have 

10 biopsies because you indicated they have a 

11 histoplasmosis? 

12 A. I don't see too much histo where I am. 

13 Q. Well, have you looked at any studies in the 

14 Ohio River Valley that suggests that, here in West 

15 Virginia, our doctors are doing needle biopsies on 

16 people with histoplasmosis at a higher rate than any 

17 place else in the country? Have you seen such 

18 studies? 

19 A. I have not reviewed that sort of study. 

20 Q. So you are just assuming that would happen? 

21 A. Yes. Based on what I know about 

22 histoplasmosis. 

23 Q. By the way, with regards to that, you 

24 mentioned there is a whole bunch of stuff, you said 
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1 there are lots of people who have written about 

2 Henschke, and you have talked about all this 

3 radiation, and you showed them a big chart where you 

4 did this calculation of all of the radiation. Do 

5 you recall that? 

6 A. I do. 

7 Q. Okay. Now, in the field of radiology and 

8 thoracic radiology, I'm sure people have written 

9 papers about different levels of radiation from 

10 different tests and what risks may be associated 

11 with that; correct? 

12 A. That's correct. 

13 Q. Has anybody to your knowledge written an 

14 article in a peer-reviewed journal that says 

15 Claudia Henschke and her ELCAP colleagues are doing 

16 a bad thing because they are exposing people to too 

17 much radiation? 

18 A. There has been some expression of — not 

19 necessarily specifically Claudia Henschke's work, 

20 but there has been some expression in the literature 

21 about the radiation dose being administered during 

22 these trials. 

23 Q. Understood. All I want to know is can you 

24 cite an article that I can go look at where someone 


http://legacy.library.ucsf.®d)iiJ»fti^hfrlffip’aOW|a«sW.industrydocuments.ucsf.edu/docs/kjxl0001 



4376 


1 

2 

3 

4 

5 

6 

7 

8 
9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 
21 
22 

23 

24 


specifically said, based upon her follow-up 
protocol. Dr. Henschke and her colleagues are 
overexposing their subjects to radiation? 

A. Specifically, no. In general, there is 
that impression out there. 

Q. Have you, who have written all these 
articles about how you disagree with what's going to 
be the end of this or what we need before we can say 
it's a good idea, have you written an article in a 
peer-reviewed magazine that says, by the way, in 
addition to the fact that there is no mortality 
data, these people are exposing these individuals to 
ridiculous amounts of radiation, what was it, two 
hundred or two thousand times the normal chest x-ray? 

A. Two thousand. 

Q. Have you written such an article? 

A. It's on the to-do list. 

Q. Okay. You have not written an article and 
subjected it to peer review on that subject, have 
you? 

A. That's correct. 

Q. Okay. 

MR. SEGAL: Judge, what time are you going to 
take the second break? 
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1 

THE 

COURT: 

At about quarter of. 

in about ten 

2 

minutes 

. 



3 

MR. 

SEGAL: 

Okay. 


4 

BY MR. 

SEGAL: 



5 

Q. 

As a thoracic radiologist, I 

think you 

6 

probably agree 

with me that — 


7 

MR. 

SEGAL: 

I'm sorry, here is what I'm putting 

8 

up, Mr. 

Furr. 



9 

MR. 

FURR: 

Thank you. Thank you, 


10 

BY MR. 

SEGAL: 




11 Q. You would agree with me that lung cancer is 

12 a pretty serious disease; would you not? 

13 A. I would. 

14 Q. And the major cause of lung cancer in the 

15 United States is cigarette smoking; is it not? 

16 A. Yes. 

17 Q. And the epidemiological studies, when they 

18 call someone, quote, a cigarette smoker, it's 

19 someone who has smoked more than a hundred 

20 cigarettes. That's what the epidemiologists use as 

21 a cutoff; correct? 

22 A. I don't know that. I'm not an 

23 epidemiologists. I'm not familiar with that. 

24 Q. Well, have you ever written anything for 
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1 

2 

3 

4 

5 

6 

7 

8 
9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 
21 
22 

23 

24 


the Surgeon General of the United States? 

A. I have not. 

Q. Have you ever been a peer reviewer for the 
Surgeon General of the United States? 

A. No. I have had nothing to do with the 
Surgeon General of the United States. 

Q. Have you ever published anything specific 
with regards to smoking and health specifically? 

A. Not in epidemiology. As you said, I'm a 
thoracic radiologist. 

Q. Well, as a thoracic radiologist, certainly 
you would agree with me, you have known for a number 
of years that cigarette smoke is a proven hazardous 
substance; have you not? 

A. Proven hazardous substance, I know that, 
yeah — 

Q. It causes lung cancer, doesn't it? 

A. Causes lung cancers amongst other things, 

yes. 

Q. Causes emphysema? 

A. Uh-huh. 

Q. As a thoracic radiologist, you can see 
emphysema in advanced stages, can't you? 

A. I certainly see. I can see it in 
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1 nonadvanced stages. 

2 Q. And you have known for years that cigarette 

3 smoke is a hazardous substance; right? 

4 A. In that regard, yes. 

5 Q. Okay. And let me ask you this, do you 

6 think someone who has smoked 36,500 cigarettes, 

7 36,500 cigarettes, has been significantly exposed 

8 when you compare them to nonsmokers? 

9 MR. FURR: Excuse me, objection. Your Honor. I 


10 

think we are going way beyond the 

scope of direct. 

11 

THE 

COURT: Objection will be 

sustained. 

12 

BY MR. 

SEGAL: 


13 

Q. 

With regards to the cigarettes cause lung 

14 

cancer; 

right? 


15 

A. 

Yes . 


16 

Q. 

That's a latent disease. 

It usually shows 

17 

up after — later after the exposure; correct? 

18 

A. 

Just about every disease is latent from the 

19 

standpoint it takes a while to set 

up before you 

20 

discover that it's there. 


21 

Q. 

And emphysema is a latent 

disease too; 

22 

right? 



23 

A. 

Yes, same thing. 


24 

Q. 

And people who smoke cigarettes are at 
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1 increased risk of developing those two diseases; are 

2 they not? 

3 A. That's my understanding. 

4 Q. And we have agreed that there are 

5 monitoring procedures, not screening — I wouldn't 

6 use that word — monitoring procedures, the CT scan, 

7 which make the early detection of disease possible. 

8 In other words, the scan won't make the diagnosis, 

9 but it will make the detection of nodules which may 

10 turn out to be cancerous possible, wouldn't it? 

11 A. The CT scan will detect lung nodules and 

12 then following a chain of diagnostic procedures a 

13 diagnosis may be made or some other diagnosis may be 

14 made. 

15 MR. SEGAL: Judge, can we take a short one and 

16 let me review — 

17 THE COURT: You are at a point now. 

18 MR. SEGAL: That would be good. 

19 THE COURT: All right. Let's take about ten. 

20 (A recess is taken.) 

21 (In open court with a jury present.) 

22 THE COURT: All right. Be seated, please. 

23 Apparently the problem is the wind, and it's created 

24 the power problems. So we will do the best we can. 
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1 MR. SEGAL: Fine, Your Honor. Thank you. 

2 BY MR. SEGAL: 

3 Q. I just have a few more sticky notes that 

4 they hand me, and then one area I want to cover, and 

5 I think I will be through here this afternoon. 

6 I believe you have testified that you were 

7 obliged or compelled to follow up once you found a 

8 nodule. Do you recall that? 

9 A. Yes. Once we made an incidental finding of 

10 a nodule, we would be obliged to find out what it is 

11 or follow it to find out if it stays unchanged. 

12 Q. And that's the standard of care; correct? 

13 A. Yes, that's correct. 

14 Q. My question is: Do you disagree with that 

15 standard of care? 

16 A. No. I think the standard of care is right 

17 now — is probably reasonable. 

18 Q. And isn't the reason that, once you find 

19 the nodule, that that's the standard of care is 

20 because in the medical community, the consensus 

21 view, is that the benefit from the follow-up 

22 outweighs the risk; correct? 

23 A. There is a number of issues that go into 

24 why you would follow that nodule, and amongst them 
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1 would be the problems of malpractice lawsuits, if 

2 you didn't follow it and it turned out to be 

3 something. There are multiple issues that go into 

4 it. I'm sorry, I lost the one issue you were 

5 talking about. 

6 Q. Whether or not it was the consensus view 

7 that that's what you all ought to do is, the benefit 

8 of doing it for the patient outweighs the risk? 

9 A. Right. And even that statement, I'm not 

10 100 percent sure that the benefit really outweighs 

11 the risk. I think it's more the physician's desire 

12 not to miss anything. I think there are a number of 

13 physicians who probably would not want to follow 

14 those because they know that the vast majority of 

15 those are going to be benign, not turn out to be 

16 anything. 

17 But they can't predict which one and so they 

18 err on the side of trying to make every diagnosis. 

19 Q. With regards to screening, okay, and doing 

20 these tests as a thoracic radiologist, am I not 

21 correct that, before you perform any of these 

22 diagnostic procedures, it is your obligation and 

23 that of every physician to explain to a patient, to 

24 a person who is going to be subject to the screening 
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1 procedures, the risks attendant and the benefits of 

2 the procedure? 

3 MR. FURR: Objection, Your Honor. That's what 

4 we discussed at the sidebar. It leads to 

5 inappropriate issues in this case. 

6 MR. SEGAL: Every — 

7 THE COURT: Oh, I'm not — objection will be 

8 overruled. No, we are talking basically about risk 

9 benefits, about standard of care. I mean, this is a 

10 general — this is not going beyond the scope. Is 

11 that what you are talking about? 

12 MR. FURR: May we approach. Your Honor? 

13 THE COURT: Yeah. 

14 (At sidebar:) 

15 MR. FURR: Again, what he's going to what you 

16 told him a little while ago is not what he should 

17 do. He is trying to get the — telling him they 

18 should be advised of the risk benefits so they can 

19 opt out of it. 

20 THE COURT: That's not how I understood it. 

21 MR. FURR: That's how I understood it. 

22 MR. SEGAL: I said, as a thoracic radiologist, 

23 don't you have to describe to everybody before you 

24 administer a screening test the risks and the 
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1 benefits? I think I used the word risks attendant 

2 to the test and the benefits attendant to it. 

3 THE COURT: I think that's a proper line of 

4 inquiry as it relates basically to the standard of 

5 care. You have opened up that area in terms of a 

6 standard of care as a thoracic radiologist, and he's 

7 permitted to test it. 

8 It may have inherent in the questioning — I 

9 mean, you are not going to go any further as it 

10 relates to what happens to these members of the 

11 class. 

12 But I will permit this question to be asked to 

13 test basically his overall conclusions in this case 

14 relating to whether or not basically what he is 

15 saying is, if you are not symptomatic, you shouldn't 

16 be tested. 

17 MR. FURR: Your Honor, I'm not sure I 

18 understand, but I guess I should be clear on the 

19 record that I think it's beyond the scope of this 

20 phase; it raises individual issues of what 

21 percentage of the class would participate and would 

22 opt out and would follow this. And as Your Honor 

23 observed a while ago, I don't know where it all 

24 leads to, but it should be noted Mr. Segal is 
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1 opening this up. 

2 THE COURT: I'm going to permit this for the 

3 reasons that I just stated, because I think it 

4 touches upon the areas that he testified to, 

5 particularly in Items 5 and 6 of Bower. 

6 (In open court:) 

7 BY MR. SEGAL: 

8 Q. Dr. Goodman, as a thoracic radiologist, am 

9 I correct that, before administering any of the 

10 screening tests which you have described before this 

11 jury today which you use, you are obliged to explain 

12 to the human being you are going to administer the 

13 test to the benefits of that test and the risks 

14 which are attendant to taking that test? That is 

15 part of your obligation as a physician; is it not, 

16 Dr. Goodman? 

17 A. Personally, we don't do screening tests, so 

18 it hasn't really come up. In cases of individual — 

19 individuals and their physicians who have decided 

20 that they want to do a study like a low-dose study, 

21 I advise the patients beforehand, having advised the 

22 doctors, and hope that their doctors would advise 

23 them, that there is nothing proven to say that there 

24 is any benefit to what they may have; yet there are 


http://legacy.library.ucsf.SjliiiJii^hfrlffip’aOWiwsW.industrydocuments.ucsf.edu/docs/kjxl0001 



4386 


1 some possible risks that they may have happen 

2 because of what they may want to do in conjunction 

3 with an individual decision with their doctor. 

4 Q. Finally, the last area I want to go over 

5 with you is Chest. Pretty good magazine, isn't it, 

6 good journal. Chest? 

7 A. Yeah. 

8 Q. All right. I want to read to you — and 

9 then I'm going to ask you some questions about — 

10 this is a letter by Dr. Frederick W. Grannis. He is 

11 the head of the Section of Thoracic Surgery at the 

12 Department of General Oncology, Oncologic Surgery at 

13 the City of Hope National Medical Center; okay? And 


14 

are you 

familiar with 

this 

letter 

that I'm about to 

15 

read? 





16 

A. 

Is this the gyanousa? 


17 

Q. 

Yes. 




18 

A. 

Yes. 




19 

Q. 

You have read 

it. 

haven't 

you. 

20 

A. 

I have. 




21 

Q. 

Let's look at 

Dr. 

Grannis 1 

1 s views. He's 

22 

talking 

about lung cancer 

overdiagnosis bias. 

23 

That' s 

something that 

you 

and Mr. 

Furr spent quite a 


24 bit of time on today, wasn't it? 
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1 A. Yes. 

2 Q. All right. Now, more than a hundred years 

3 later, epidemiologists have emerged from behind 

4 the curtain of their big tenth and announced in 

5 a spate of publications that the lung cancer 

6 overdiagnosis bias am loose. Some timorous 

7 physicians are aheaded for the exits. 

8 Timorous means people who are afraid; correct? 

9 A. Timorous, yes. 

10 Q. What prompted these articles? Question 

11 mark. Last year, the Early Lung Cancer Action 

12 Project, ELCAP, showed that greater than 80 

13 percent of study subjects screened with 

14 low-dose noncontrast spiral computerized 

15 tomograms have lung cancer detected in Stage 

16 1. 

17 And he cites there the Henschke article, 

18 doesn't he, that you and I have gone over? 

19 A. That would be the ELCAP project. I don't 

20 see his reference, but that's fine. I will accept 

21 that. 

22 MR. SEGAL: May I approach. Your Honor? 

23 THE COURT: Sure. 

24 MR. SEGAL: Thanks. 
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1 BY MR. SEGAL: 

2 Q. That's who he is citing, right, the No. 5 

3 on the footnote? 

4 A. Yes. 

5 Q. A huge amount of retrospective data clearly 

6 show that Stage 1 disease is an accurate 

7 surrogate marker for long-term survival. Based 

8 upon this information, a new prospective, 

9 multinstitution observational study will be 

10 performed by the international collaboration to 

11 screen for lung cancer. National Cancer 

12 Institute, NCI, epidemiologists disagree with 

13 this approach and insist that a prospective, 

14 randomized, controlled study is needed in order 

15 to document a reduction in population 

16 mortality, and not just an improvement in the 

17 survival of study subjects. 

18 That's consistent with your view; right 

19 A. That's the NCI statement, yes. 

20 Q. And that's your view? 

21 A. It is, amongst others. 

22 Q. The proposed NCI study will require 

23 approximately 14 years to complete. They warn 

24 that, if this is not done, overdiagnosis bias. 
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1 like the gyanousa, might escape its cage and 

2 run amok. 

3 But physicians are not rubes, and 

4 hopefully specialists in radiology — 

5 That's you, right? 

6 A. Yes. 

7 Q. Pulmonary medicine and thoracic surgery are 

8 not benighted yokels. We must not be induced 

9 to flee in terror of phantoms. No one has ever 

10 actually seen a gyanousa, and precious few 

11 cases of overdiagnosed lung cancer have ever 

12 been observed or reported. 

13 Both are mythical beasts. The first, the 

14 gyanousa, is a concoction of hucksters. The 

15 second, lung cancer overdiagnosis bias, is a 

16 preposterous product of the overactive 

17 imaginations of a group of theoreticians, 

18 epidemiologists at the NCI and elsewhere who 

19 have little clinical experience caring for the 

20 victims of the real monster, lung cancer. 

21 And make no mistake, lung cancer is a true 

22 monster, and it really is loose, a ravening 

23 beast that consumes 160,000 people in our 

24 country each year. 
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1 We should be hot on the track of this very real 

2 and deadly killer with timely screening 

3 research based upon the promising results of 

4 the ELCAP experience, using low-dose, 

5 noncontrast, spiral CT scans. 

6 We must not delay a further decade to perform a 

7 randomized prospective trial designed to chase 

8 an apparition, overdiagnosed lung cancer, while 

9 millions die of underdiagnosed, advanced stage 

10 lung cancer. 

11 And Dr. Grannis is an M.D., and it says here 

12 head of the Section of Thoracic Surgery, Department 

13 of General Oncologic Surgery, City of Hope National 

14 Medical Center. 

15 He's someone who is a clinician that treats 

16 people with lung cancer; correct? 

17 A. I don't know him. He may be. 

18 Q. He strongly disagrees in a peer-reviewed 

19 journal. Chest, with your view that overdiagnosis is 

20 going to be much of a real problem in dealing with 

21 people in terms of trying to find whether or not 

22 they have lung cancer, starting that investigation 

23 with the low-dose spiral CT scans? 

24 A. This is a letter, this is an opinion. It's 
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1 not a peer-reviewed article that he's written here. 

2 He doesn't cite any obvious authority or data. We 

3 could go back through that letter, if you want. I 

4 found it a very amusing letter because I didn't know 

5 what a gyanousa was. 

6 But he's off base if he's in disagreement with 

7 the National Cancer Institute, which has published 

8 peer reviewed literature showing that overdiagnosis 

9 is a real event with the autopsy data that is peer 

10 reviewed data from Yale New Haven Hospital Clinic 

11 showing that overdiagnosis is a real problem. 

12 This is not a gyanousa. Overdiagnosis is a 

13 real problem. It's been documented in peer-reviewed 

14 articles published in peer-reviewed journals, not in 

15 a nonpeer-reviewed opinion letter published in what 

16 is otherwise a peer-reviewed journal. 

17 Q. Doctor, can you remember the last quesiton 

18 I asked you? 

19 MR. FURR: Objection, Your Honor. I think that 

20 was very responsive to the last question. 

21 THE COURT: I'm sure you do. 

22 MR. SEGAL: Can I ask my question? 

23 THE COURT: Sure. 

24 BY MR. SEGAL: 
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1 Q. Can you remember my last question I asked 

2 you? 

3 A. I don't. 

4 MR. SEGAL: I don't have any further questions. 

5 THE COURT: All right. Redirect examination? 

6 MR. FURR: Yes, sir, thank you. 

7 — — — 

8 REDIRECT EXAMINATION 

9 BY MR. FURR: 

10 Q. Okay, Dr. Goodman. Let's start with this 

11 gyanousa article. Could you pull that back up for 

12 me, please? The first page, please? Thank you. 

13 Could you expand the paragraph that's highlighted 

14 there. 

15 It says. Now, more than a hundred years later, 

16 epidemiologists have emerged from behind the 

17 curtain of their big tents and announced in a 

18 spate of publications. 

19 And then it cites two three four. Do you see 

20 that. Doctor? 

21 A. I do. 

22 Q. Do you have those references 2 through 4 up 

23 there? 

24 A. I do. 
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1 Q. Reference 2, could you go to the second 


2 

page, please. 

and blow up the references? Thank 

3 

you. 



4 

Reference 

2 is by a group headed by Marcus, an 

5 

article 

titled 

"Lung Cancer Mortality" in the Mayo 

6 

Lung Project: 

Impact of Extended Follow-up. 

7 

Journal 

of the 

National Cancer Institute. Do you 

8 

see that? 


9 

A. 

I do. 


10 

Q. 

Do you 

know Dr. Marcus? 

11 

A. 

I don't know her personally. 

12 

Q. 

Who is 

Dr. Marcus? 

13 

A. 

She ' s 

an M.D. Ph.D. who is in one of the 

14 

divisions of the National Cancer Institute. 

15 

Q. 

Okay. 

Are you familiar with that article? 

16 

A. 

I am. 


17 

Q. 

Okay. 

What in fact does that article 


18 provide about overdiagnosis bias? 

19 A. This article is an extension of the follow- 

20 up of the patients that were involved in the Mayo 

21 Lung Project. By following up the results of those 

22 patients in regards to the mortality, they found 

23 that, even with extended follow-up of these 

24 patients, there was no change in mortality data 
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between a screened group and the unscreened group. 

In fact, it constantly showed the screened 
group had slightly more mortality than the 
unscreened group. The explanation from Dr. Marcus 
after some manipulation of lead time, possible lead 
time bias, was that the explanation for the 
difference or for this graph the way it came out was 
that overdiagnosis was the primary reason that these 
cancers were being detected in patients who were 
screened — 

Q. Okay. 

A. That it made no difference in mortality. 

Q — that was published in the journal of the 
National Cancer Institute; is that correct? 

A. That's correct. 

Q. Is that a peer reviewed journal? 

A. It is. 

Q. Let's go to the next one, an article by 
Black titled "Overdiagnosis, an Underrecognized 
Cause of Confusion and Harm in Cancer Screening." 

Do you know Dr. Black? 

A. I do. 

Q. Who is Dr. Black? 

A. These at Dartmouth University and has 
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1 extensive experience on screening issues. 

2 Q. Are you familiar with that article, sir? 

3 A. I am. 

4 Q. What information does that article provide 

5 about overdiagnosis bias? 

6 A. Dr. Black is also concerned that 

7 overdiagnosis will be one of the major problems 

8 faced by patients that undergo screening using 

9 spiral CT in that it may result in significant harm 

10 as compared to benefit. 

11 Q. Okay. That article was also published in 

12 the Journal of the National Cancer Institute; 

13 correct? 

14 A. That's correct. 

15 Q. Let's go to the next reference, Newman, 

16 "Lung Project Update Raises Issues of Overdiagnosing 

17 Patients." Who is Dr. Newman? 

18 A. I don't know Dr. Newman. 

19 Q. Are you familiar with this article? 

20 A. I don't know that article. 

21 Q. Okay. Let's go back to — could I have the 

22 second page again of this article right above here. 

23 Could we blow up that paragraph? 

24 Second sentence down — where is the 
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1 pointer? — we must not be induced to flee in 

2 terror of phantoms. 

3 Dr. Goodman, is overdiagnosis bias a phantom? 

4 A. No. I think it's a real problem. It's 

5 been shown in autopsy trials and the Sone data and 

6 other areas. 

7 Q. Overdiagnosis bias is not a product of the 

8 overactive imagination of the epidemiologists, is 

9 it, sir? 

10 A. No, we have not. 

11 Q. Would you very briefly, because we have a 

12 lot to do in the next forty-five minutes, review for 

13 the jury the source of hard data studies that have 

14 been conducted that have demonstrated an 

15 overdiagnosis bias of lung problem is a real 

16 problem? 

17 A. Well, an autopsy trial that was done at 

18 Yale New Haven that looked at a number of patients 

19 and found surprise lung cancers — that is, lung 

20 cancers that were never suspected in life — of 

21 those patients. 

22 And then, looking at those standardized to the 

23 number of cases of cancer reported to the 

24 Connecticut state tumor registry, these 
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1 investigators found there were four times as many 

2 lung cancers diagnosed as surprise overdiagnosis 

3 cancers in men and 15 times the number of lung 

4 cancers diagnosed as surprise lung cancers in women 

5 in their series. 

6 Q. Was that all a result of somebody's 

7 overactive imagination? 

8 A. No. That's data that's published, it's 

9 readable. It's available to anybody to look at. 

10 Q. Were there other data you wanted to remind 

11 the jury of? 

12 A. In the Sone screening trials, they found 

13 eleven times the number of cancers in their 

14 screening with spiral CT than had been reported in 

15 the annual reporting of cancers in those districts 

16 in Japan, and their data was very similar to the 

17 occupancy data. 

18 They had three times as many cancers that were 

19 detected on low-dose spiral CT in men as compared to 

20 what was traditionally reported in those districts 

21 and over 15 times as many cancers seen on the 

22 low-dose spiral CTs in those patients that were 

23 screened as compared to what is traditionally 

24 reported in those districts in Japan. 
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1 Q. Are the Sone data a product of someone's 

2 overactive imagination. Dr. Goodman? 

3 A. No. 

4 Q. Published in the peer-reviewed literature? 

5 A. Published and peer-reviewed and available 

6 for review. 

7 Q. And you yourself have done some research 

8 relevant to this that you described earlier too? 

9 A. We looked at the thought that, perhaps 

10 using low-dose spiral CT might even increase the 

11 number of overdiagnosis cancers that you might see 

12 because it might detect nodules that aren't even 

13 detectable at autopsy and found that to be the case 

14 with one-third of the nodules that we detected at CT 

15 not identified at autopsy. 

16 Q. Okay. Thank you. Thank you very much. 

17 Let's go back to the start of your examination, 

18 and I want to very quickly touch on a series of 

19 questions. And the first one, I'm not sure how to 

20 ask because it's so laughable on its face. 

21 But is the Duke University Medical Center 

22 somehow controlled by Buck Duke or one of the other 

23 Dukes that contributed money a long time ago to 

24 start the university? 
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1 A. No. 

2 Q. Is the Duke University Medical Center one 

3 of the leading clinical and research medical centers 

4 in the world? 

5 A. Yes. 

6 Q. Now, you were asked a lot of questions 

7 about whether your research dealt with real people, 

8 and Mr. Segal kept asking you questions trying to 

9 contrast your research with Dr. Henschke's, who he 

10 kept describing as someone who trying to help real 

11 live people. 

12 Is all of your research on lung cancer 

13 screening and CTs designed to help real live people? 

14 A. Absolutely. I think, with the information 

15 we are gathering, that we have come up with some 

16 very valuable information with regards to screening 

17 and why we really need a randomized controlled trial 

18 to test its validity. 

19 Q. I thought we would take care of it this 

20 morning, but apparently not. Mr. Segal asked you a 

21 bunch of questions about aren't hundreds of 

22 thousands of people going to die while we conduct a 

23 randomized controlled trial. Do you recall that? 

24 A. Yes. 
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1 Q. Do we have any proof that, if we would skip 

2 that trial and start screening people, that any 

3 fewer people would die? 

4 A. No. We have no proof of that. 

5 MR. SEGAL: Objection, argumentative, the first 

6 part of the question, not the second part. The 

7 second part, I don't object to. It's the first part 

8 I object to, argumentative. 

9 THE COURT: Rephrase the question, will you, 

10 please. 

11 BY MR. FURR: 

12 Q. Do you recall the question this morning, 

13 this afternoon, from Mr. Segal about how hundreds of 

14 thousands of people might die while we conduct a 

15 randomized controlled trial? 

16 A. Yes, I do. 

17 Q. Do we have any proof that, if we skipped 

18 the randomized control trial and go straight to 

19 screening with spiral CTs, that any fewer people 

20 will die? 

21 A. We have no proof at all to that effect. 

22 Q. And do we have reasons to believe that, if 

23 we skipped a randomized controlled trial and go 

24 right to screening, that more people might die for 
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all of the reasons you have explained to us today? 

A. There may very well be more people that die 
because of the risks and hazards of working on 
overdiagnosed cancers and false positives. 

Q. May I borrow the fifty cent piece. Doctor 
Goodman, you have a lung tumor this size and a lung 
tumor this size. What stage are they in? 

A. You can't tell by the size. 

Q. Which one is going to survive longer? 

A. You can't tell without knowing the stage. 

Q. Okay. What's a five-year survival for this 
lung cancer, the one this size? 

A. I don't know until I know the stage, and 
then I can give you an approximation. 

Q. What's the five-year survival for one this 
size? 

A. I don't know until I know the stage. 

Q. You were asked you a bunch of questions 
related to this, sir. But let's see if we can 
straighten this out quickly. There are a lot of 
data suggesting different survival rates for cancers 
that are diagnosed in a different stage; correct? 

A. Correct. 

Q. That's not the same as saying cancers 
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1 diagnosed at a different size, is it? 

2 A. No. 

3 Q. Merely knowing the size does not allow you 

4 to know what stage the cancer is in, does it? 

5 A. That's correct. 

6 Q. And merely knowing the size does not allow 

7 you to know what the survival will be, does it? 

8 A. No, it doesn't. 

9 Q. Okay. Mr. Segal asked you some 

10 questions — and this is a very serious topic — 

11 about submitting your articles to a law firm prior 

12 to publication. 

13 Isn't the fact, sir, that you submitted those 

14 articles to my law firm prior to publication so that 

15 these lawyers right here could have them and read 

16 them before they deposed you so that they would have 

17 a fair opportunity to know about the research you 

18 have done and what your opinions are? 

19 A. That is correct. 

20 Q. Sir, did any lawyer ever ask you on behalf 

21 of the tobacco companies to change a single 

22 statement in any of your articles? 

23 A. No, they didn't. 

24 Q. Are you insulted at the suggestion that 


http://legacy.library.ucsf.®d)iiJ»fti^hfrlffip’aOW|a«sW.industrydocuments.ucsf.edu/docs/kjxl0001 



4403 


1 someone did so? 

2 MR. SEGAL: Objection, Your Honor. 

3 THE COURT: Sustained. 

4 BY MR. FURR: 

5 Q. You explained to the jury that Dr. Patz was 

6 the corresponding author on those articles. Do you 

7 recall that? 

8 A. I do. 

9 Q. Would you explain to the jury what that 

10 means? 

11 A. It means that any dialogue that goes on 

12 between the publishing journal and the authors of 

13 the article goes to a single person. If he had it 

14 going to three or four different authors the 

15 responses coming back to the editor of that journal 

16 would be so wild and lose and different they 

17 wouldn't know how to deal with that. 

18 So they usually designate one corresponding 

19 author, who deals with all corrections and 

20 alterations and changes, and that person doesn't 

21 necessarily correspond with the other authors on a 

22 paper when he does that. 

23 MR. FURR: Could I have the ELMO, please? 

24 BY MR. FURR: 
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1 Q. Dr. Goodman, do you recall Mr. Segal 

2 putting in front of you a set of letters to the 

3 editor, one from Dr. Henschke's group, and one from 

4 you and Dr. Patz? 

5 A. Yes. 

6 Q. Okay. I want to put the one from 

7 Dr. Henschke up. Now, Mr. Segal read to you the 

8 language in the green. Do you recall that? 

9 A. Yes. 

10 Q. I want to focus on the language where I put 

11 an orange mark down the side, the last sentence 

12 where Dr. Henschke said: 

13 Our baseline diagnoses were Stage 1 in 85 

14 percent of the cases, and nothing less is 

15 expected from our repeated screening 

16 experience. 

17 Do you see that? 

18 A. I do. 

19 Q. Notwithstanding Dr. Henschke's 

20 expectations, something less was observed in their 

21 repeated screening experiences, wasn't it, sir? 

22 A. That's correct. 

23 Q. Would you explain to the jury what was 

24 observed in those repeated screening experiences? 
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1 A. In the repeated screening experiences that 

2 went on for who knows what period of time, six 

3 months to eighteen months the first time and then 

4 the same interval the second time, they discovered 

5 nine cancers, two small cells, one a Stage 2B, one a 

6 Stage 3A and five patients with stage 1A cancer. So 

7 that they had five out of nine Stage 1 cancers in 

8 the cancers they discovered in the repeat screen 

9 test. 

10 Q. Now, you had a letter responding to 

11 Dr. Henschke and her colleagues' comments here, 

12 didn't you, sir? 

13 A. I think we probably did. 

14 Q. Let's take a look at that. 

15 Sir, would you read to the jury what I 

16 highlighted in orange, please. 

17 A. Miettinen and colleagues suggest that our 

18 proposal to use a decrease in the rate of death 

19 from lung cancer as the ultimate goal after 

20 diagnostic screening test is a, quote, concept 

21 that is much too muddled, end quote. To us, 

22 this seems much less confusing and not subject 

23 to the same biases as case fatality rates. We 

24 agree with Miettinen, et al., that a stage 


http://legacy.library.ucsf.®d)iiJ»fti^hfrlffip’aOW|a«sW.industrydocuments.ucsf.edu/docs/kjxl0001 



4406 


1 shift represents an intermediate goal in the 

2 assessment of CT screening for lung cancer, but 

3 we strongly disagree that they have thus far 

4 demonstrated a true stage shift. Reporting the 

5 relative distribution of stages, parenthetical 

6 comment coming up, e.g., 85 percent with Stage 

7 1 disease, end parentheses, fails to confirm a 

8 stage shift, since it does not account for both 

9 essential components that must be 

10 demonstrated. First, there must be an increase 

11 in the number of patients with early stage 

12 disease, parentheses, which they have shown, 

13 end parentheses, and second, there must be a 

14 concomitant decrease in the number of patients 

15 with advanced stage disease, parentheses, which 

16 they have not shown, end parentheses. 

17 Q. Okay. That was written before ELCAP 2, 

18 wasn't it? 

19 A. Correct. 

20 Q. Are those statements still correct after 

21 ELCAP 2 has been published? 

22 A. Absolutely. 

23 Q. Let me ask you this. Now, Mr. Segal made 

24 some comments about my direct examination of you and 
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1 whether they had shown to you the ELCAP 2 study — 

2 excuse me, whether they had shown to the jury the 

3 ELCAP 2 study during their case. Do you recall 

4 that? 

5 A. I do. 

6 Q. Did Mr. Segal show you the ELCAP 2 study 

7 during your cross-examination? 

8 A. No. 

9 Q. Okay. Now, Mr. Segal depicted this that 

10 your disagreement with Henschke as sort of a 

11 difference of opinions that you and the Henschke 

12 group have about various aspects of lung cancer 

13 screening. Do you recall that? 

14 A. Yes. 

15 Q. The fact is that Dr. Henschke agrees with 

16 you that mass lung cancer screening with spiral CTs 

17 should not be recommended; correct? 

18 A. That's correct. 

19 Q. Let's take a look at this document that 

20 Mr. Segal put in front of you. This is the 

21 consensus statement of the Society of Thoracic 

22 Radiology, screening for lung cancer with helical 

23 computed tomography; correct? 

24 A. That's correct. 
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Q. Mr. Segal read to you the first part of the 
summary, didn't he? 

A. Yes. 

Q. He didn't read you the end of it, did he? 

A. No. 

Q. Let's look at that together. 

Whether this will translate into an 
improved disease specific mortality is yet to 
be demonstrated. The suggested technical 
protocols, selection criteria, and method of 
handling the numerous benign nodules that are 
detected are discussed. 

It is the consensus of this committee 
that mass screening for lung cancer with CT is 
not currently advocated. Suitable subjects who 
wish to participate should be encouraged to do 
so in controlled trials, so that the value of 
CT screening can be ascertained as soon as 
possible. 

Did I read that correctly, sir? 

A. Yes. 

Q. And that's the consensus statement that 
Dr. Henschke, who is the doctor that is doing this 
research, studying real people in the real world and 
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1 who is concerned with helping those people, 

2 participated in fashioning and signed her name to; 

3 is that correct? 

4 A. That's correct. 

5 Q. Now, a couple times during your cross- 

6 examination, Mr. Segal cross-examined you on some of 

7 the follow-up procedures from the Henschke study and 

8 their reported success in minimizing the bad effects 

9 from those follow-up procedures. Do you recall 

10 that? 

11 A. Yes. 

12 Q. And he asked you the question: Is there 

13 some reason why our doctors here in West Virginia 

14 can't do that as well as those doctors can; are our 

15 doctors less competent? And you told him, no, your 

16 doctors aren't less competent, but they are likely 

17 to have worse results. Do you recall that? 

18 A. Yes, I do. 

19 Q. Would you tell the jury why they are likely 

20 to have worse results in the context of the medical 

21 monitoring screening program being asked for by 

22 these plaintiffs in this case? 

23 A. Because the data that's come from other 

24 centers that are doing this type of work just cannot 
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1 confirm the degree of accuracy that the Henschke 

2 group has reported. 

3 I understand what they are trying to conclude. 

4 Some of their conclusions don't fit the data and 

5 their results are different than other areas. And 

6 it's nice to have an ability to duplicate results to 

7 ascertain its validity, and they have not been 

8 duplicated. 

9 Q. The Henschke data have not been duplicated; 

10 right? 

11 A. That's correct. 

12 Q. And based upon all of the other data that 

13 we have outside of the Henschke study, your opinion 

14 is that it's unlikely that any other group of 

15 doctors is going to get the same result as the 

16 Henschke study; correct? 

17 A. That's correct. 

18 Q. It has nothing to do with some comment on 

19 the competence of the West Virginia doctors, does it? 

20 A. Not at all. 

21 Q. Okay. Dr. Henschke made a number of 

22 comments in her article that Mr. Segal read to you 

23 about overdiagnosis bias. Do you recall those? 

24 A. Yes. 
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1 Q. Okay. Mr. Segal did not allow you to, but 

2 now I will ask you. Why is it you agree — or 

3 excuse me, why is it you disagree with 

4 Dr. Henschke's observations about overdiagnosis bias 

5 that were read to you during your cross-examination? 

6 A. The articles that Dr. Henschke relies upon 

7 to demonstrate a lack of overdiagnosis are flawed 

8 studies. One is by a Japanese investigator named 

9 Sobue, who looked at lung cancers in the early '90s 

10 and even before then and tried to stage those 

11 cancers without using CT scanning. 

12 The use of CT scanning was rare. He was using 

13 outmoded techniques to stage lung cancers. So it's 

14 unclear, when he says his patients had Stage 1 

15 cancer, that they really did. It's impossible to 

16 know because of the technology that was used. 

17 In regards to that, some years later Dr. Sobue, 

18 taking part of a meeting in Varese, Italy commented 

19 upon their use of CT scanning subsequently and 

20 mentioned that the fact that the type of cancers 

21 being discovered on the CT scans that they were 

22 doing on their patients really brought up the 

23 possibility that overdiagnosis was being seen. 

24 It had switched the type of cancers they were 
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1 seeing, and he was now, contrary to what he had 

2 published in 1992, in 1998 he was very concerned 

3 that there was a distinct possibility of 

4 overdiagnosis. 

5 That's one thing they are relying on. But if 

6 you look at his latest work, he's worried about 

7 overdiagnosis as well. 

8 The second article they rely upon is an article 

9 that's written by a woman named Flehinger that 

10 relooked at the Mayo Lung Project data as well as 

11 some of the other National Cancer Institute 

12 information. 

13 And she goes on to state that patients who were 

14 diagnosed by screening and/or symptom detected 

15 diseases who got operated on did better than 

16 patients who didn't get operated on. The problem 

17 with the Flehinger paper is, she never describes how 

18 the people who didn't get operated on were 

19 diagnosed. 

20 Nowhere in the paper does it suggest that they 

21 were either diagnosed because they had a screening 

22 test or that they were diagnosed because they were 

23 symptomatic when they presented with lung cancer. 

24 And that's like comparing apples and oranges. 
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You cannot compare those two. So there are really 
two flawed studies that they constantly bring up as 
demonstrating an absence of overdiagnosis. 

Yet when you examine those articles, they don't 
do that at all, and at least one of the authors has 
gone on to say that he thinks overdiagnosis is a 
real problem. 

Q. This overdiagnosis bias is not some 
gyanousa running wild, in your opinion, is it, sir? 

A. It is not. 

Q. It is real, isn't it? 

A. It is real. 

Q. And if the program the plaintiffs are 

asking for in this case were implemented, there is a 
real chance that a lot of West Virginians will get 
hurt, isn't there? 

A. Yes, I believe so. 

Q. Let me go back now to that discussion that 
Mr. Segal had with you about the American Cancer 
Society and its recommendations regarding certain 
screening tests in which it was willing to make 
recommendations notwithstanding the gold standard 
data for mortality studies had not been produced 
yet. Do you recall that? 
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A. Yes, I do. 

Q. That involved, I think, prostatic cancer, 
cervical cancer, and perhaps colon cancer; correct? 

A. Correct. 

Q. It didn't involve lung cancer, did it? 

A. No. 

Q. The American Cancer Society has not been 
willing to recommend people get lung cancer 
screening without gold standard data, have they? 

A. No, they have not. 

Q. In fact, let's look at what the American 
Cancer Society is recommending because there may 
have been some misimpression created here. 

Could I have the ELMO? 

American Cancer Society Guidelines for the 
Early Detection of Cancer, CA Cancer Journal, 
Clinical, 2000. These were the 2000 guidelines you 
were asked about; right? 

A. Yes. 

Q. Well, let's look at what they were 
recommending in 2000. Let's turn to Page 10 out of 
16 of those guidelines. Would you take a look at 
Page 10 out of 16v, Dr. Goodman, and verify for the 
jury that that's where — 
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1 A. I don't have that. 

2 Q. I thought you had that. 

3 A. I don't have that. 

4 MR. FURR: May I approach. Your Honor? 

5 THE COURT: Yes. 

6 BY MR. FURR: 

7 Q. Let me ask you to verify that's where the 

8 American Cancer Society was making its 

9 recommendation about lung cancer screening in the 

10 year 2000? 

11 A. Yes. 

12 Q. Thank you. 

13 ACS recommendations. At this time, the 

14 ACS does not recommend routine screening for 

15 lung cancer among the general adult population 

16 or in individuals who are at higher risk due to 

17 tobacco or occupational exposures. Right? 

18 A. That's correct. 

19 Q. That's what the American lung cancer's 

20 recommendation was for lung cancer screening; right? 

21 A. That was the American Cancer Society 

22 recommendation. 

23 Q. Without gold standard data, in the year 

24 2000, they were not willing to recommend screening 
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1 for lung cancer; correct? 

2 A. That's correct. 

3 Q. Let's take a look at the 2001 guidelines 

4 that Mr. Segal put in front of you. American Cancer 

5 Society Guidelines for the Early Detection of 

6 Cancer: Update of Early Detection Guidelines For 

7 Prostate, Colorectal and Endometrial Cancers and 

8 Update 2001: Testing for Early Lung Cancer 

9 Detection. That's the American Cancer Society's 

10 2001 guidelines; correct? 

11 A. Yes. 

12 Q. This year's guidelines. Let's look at what 

13 they are saying this year. 

14 The American Cancer Society does not 

15 recommend lung cancer screening for 

16 asymptomatic individuals at risk for lung 

17 cancer. 

18 Correct? 

19 A. Correct. 

20 Q. And that's what we are talking about in 

21 this case, isn't it? 

22 A. Yes, it is. 

23 Q. Sir, you were asked some questions about 

24 whether anyone else shares this concern you have 
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1 about CT scans and radiation. Am I correct that the 

2 United States Food and Drug Administration has 

3 expressed concerns about radiation from the CT scans? 

4 A. Yes, you are. 

5 Q. Dr. Goodman, is it still your opinion that 

6 it is not reasonably necessary for asymptomatic West 

7 Virginians with a five pack year history to get 

8 screened for lung cancer with an annual CT scan 

9 beginning at age fifty? 


10 

A. 

Absolutely that's my opinion they should 

11 

not be 

screened. 

12 

Q. 

Thank 

you very much sir. 

13 

MR. 

FURR: 

That's all I have. 

14 

THE 

COURT: 

Recross-examination. 

15 

MR. 

SEGAL: 

Thank you. Your Honor. 

16 




17 



RECROSS EXAMINATION 

18 

BY MR. 

SEGAL: 


19 

Q. 

Doctor 

, at your deposition, you gave us an 

20 

article 

; did you not? 

21 

A. 

An article about what? 

22 

Q. 

"CT Screening For Lung Cancer: Not Ready 

23 

For Routine Practice." You gave us this article, as 

24 

Mr. Furr said. 

because he thought in all fairness we 
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1 ought to be allowed to know your views on this 

2 issue. Is that correct, sir? 

3 A. Probably. There were hundreds of articles 

4 probably. 

5 Q. Excuse me, sir. Is it your testimony in 

6 front of this jury that, at your deposition, you 

7 gave us hundreds of articles that you had recently 

8 submitted for publication? 

9 A. Oh, no. Not that. No. Recently submitted 

10 for publication, there were a few. 

11 A couple. 

12 Q. And this was one; correct? 

13 A. It may have been. 

14 Q. Well, I mean, if we have to take the time, 

15 we will do it. This is the only one we can find 

16 that you gave us that was recently submitted for 

17 publication on this particular issue. 

18 A. What was the title again? 

19 Q. They are right in front of you. I gave 

20 them to you this afternoon. CT screening for lung 

21 cancer not ready for routine practice? 

22 A. Yes. Now I understand, yes. 

23 Q. It's the one Mr. Furr asked you about that 

24 you knew about a few minutes ago when you told him 
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1 that you gave it to us because in all fairness — 

2 MR. FURR: Objection, Your Honor. 

3 Argumentative. 

4 THE COURT: The problem is not so much that as, 

5 if you would please. Doctor, wait for the question 

6 to be asked in its entirety and then take as much 

7 time for the response if you want because this 

8 gentleman over here has to be able to get everything 

9 down. 

10 And when everybody talks at the same time then 

11 we have anarchy, so we try to avoid that. 

12 THE WITNESS: Once again, I apologize. 

13 THE COURT: You don't need to apologize. 

14 Finish your question, Mr. Segal, and then we will 

15 give the doctor an opportunity to respond. 

16 BY MR. SEGAL: 

17 Q. This was the article — a few minutes ago, 

18 you told Mr. Furr that's the article you gave us 

19 that was submitted for publication so that we would 

20 know what your views were in that area in all 

21 fairness. That's essentially what just happened a 

22 few minutes ago about this article; correct? 

23 A. Yes. 

24 Q. And as you sit here today, the one they 
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gave us last night, the same article which I gave 
you when I started your examination or soon into 
your examination, on Page 6 there is a sentence that 
no longer exists in that very same article; 
correct. You checked that for yourself? 

A. I think it was on Page 5. I think it's 
Page 5 that the sentence starts. 

Q. It starts? 

A. Yes. 

Q. And on Page 6, the sentence. This is 
clearly not the case, and smokers have a 
significantly higher risk of dying from this 
disease, that being lung cancer, that's gone. 
Correct? 

A. Yes. It's gone. 

MR. SEGAL: Ms. Gina, could we please see Page 
35 of his deposition in this very case? 

BY MR. SEGAL: 

Q. Can you tell me which of the articles 
listed on Exhibit No. 1 you have submitted to 
the law firms prior to publication? 

Answer: Okay. I guess I understand now what 

we're asking here. 

The only articles that I have submitted to 
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1 Womble Carlyle attorneys in regards to this are 

2 articles that are already accepted, the drafts 

3 are done. There will be no more further 

4 revisions of those drafts. They've been 

5 submitted for publication. 

6 Are those your very words. Doctor, under oath 

7 in this case? 

8 A. Yes, they are. 

9 Q. And that is what you told us under oath 

10 about your article that you brought to that 

11 deposition? 

12 A. That is correct. 

13 Q. Okay. 

14 MR. SEGAL: All right, the graph, this one, 

15 Ms. Gina, please. 

16 BY MR. SEGAL: 

17 Q. You referred to Footnote 2 in the gyanousa 

18 letter, and you said that's a Mayo Clinic study 

19 published in 2000. Do you recall that. Footnote 2? 

20 A. That is a review of the Mayo Lung Project 

21 data, yes. 

22 MR. SEGAL: Ms. Gina, I need you to blow that 

23 up as big as you can, please. 

24 This was using just chest x-rays. That's all 
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1 this study used. This wasn't CT scans; right? 

2 A. That's right. 

3 Q. Chest x-rays. Did I hand you a copy? 

4 MR. SEGAL: May I approach? 

5 THE COURT: Yes. 

6 MR. SEGAL: Now, they reported more than just 

7 five years survivals when they reported about 

8 survival rates; isn't that correct? If you look at 

9 the graph on — if you have got the graph, that's 

10 it. 

11 A. Yes. 

12 Q. The first thing they say is, at five years 

13 after diagnosis, lung cancer survival was 35.6 

14 percent among participants in the interventional 

15 arm. That's people who got screened; right? 

16 A. Yes. 

17 Q. Versus 18.5 percent among those in the 

18 usual care arm. That means they didn't get 

19 screened; right? 

20 A. Correct. 

21 Q. But they went on. They looked at more than 

22 just that. At ten years after diagnosis, lung 

23 cancer survival was 29.2 percent among the 

24 participants in the interventional arm and only 14.2 
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1 percent among those in the usual arm. Correct? 

2 A. That's correct. 

3 Q. And the survival data went on to look at 

4 fifteen years after diagnosis. And lung cancer 

5 survival after fifteen years was 26.2 percent among 

6 those who had been screened; right? 

7 A. Yes. 

8 Q. And it was only 16 percent — excuse me. 

9 It was only 10.6 percent among those who had not 

10 been screened; correct? 

11 A. That's correct. 

12 Q. So the survival data in this study went 

13 five, ten and fifteen years, and the folks who had 

14 been screened, as far as their survival, not 

15 mortality — notice I'm being careful not to use 

16 that word — they were doing better than the folks 

17 who had not been screened. Is that correct? 

18 A. The survival was better. 

19 MR. SEGAL: Thank you. Dr. Goodman. Nothing 

20 further. Your Honor. 

21 THE COURT: All right. May this witness now be 

22 excused not subject to recall? 

23 MR. SEGAL: No objection. Your Honor. 

24 MR. FURR: Yes, he can. 
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1 THE COURT: All right, sir. Thank you very 

2 much. You may be excused. 

3 THE COURT: Do you have a 15-minute witness? 

4 MR. FURR: We do not. 

5 THE COURT: I would like to see one. 

6 Why don't we adjourn then for today and the 

7 week. We will resume again Monday morning at 8:30. 

8 Please do not discuss the case among yourselves 

9 nor permit anybody to discuss it with you. Don't 

10 read about it, don't do anything. Don't think about 

11 it at all. See you Monday morning at 8:30. Thank 

12 you all very much. 

13 (Thereupon, the hearing adjourns at 4:45 p.m.) 

14 

15 

16 

17 
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